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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  821 

[Docket  No.  91N-02961 

Medicai  Devices;  Device  Tracking 

agency:  Food  and  Drug  Administration, 
HHS. 

action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  proposing 
regulations  to  establish  a  device 
tracking  requirement  for  certain 
categories  of  medical  devices.  This 
action  will  ensure  that  device 
manufacturers  can,  after  certain  devices 
have  been  distributed  to  patients, 
promptly  locate  patients  and  devices  if 
FDA  orders  a  recall  or  patient 
notification  due  to  serious  adverse 
health  consequences  or  unreasonable 
risks  of  substantial  harm  to  the  public 
health  associated  with  the  use  of  the 
device.  To  that  end,  the  proposed 
tracking  regulations  outline  the 
minimum  recordkeeping  and  reporting 
requirements  which  FDA  believes  are 
necessary  to  ensure  that  tracking  serves 
its  purpose.  The  proposed  regulations 
would  apply  to  manufacturers  and  those 
persons  involved  in  the  distribution  of 
tracked  devices. 

The  promulgation  of  this  device 
tracking  regulation  is  required  by  the 
Safe  Medical  Devices  Act  of  1990  (the 
SMDA),  which  requires  manufacturers 
of  certain  medical  devices  to  adopt  a 
method  of  tracking  that  follows  the 
devices  through  the  distribution  chain 
and  then  identifies  and  follows  the 
patients  who  receive  them.  The  SMDA 
and  this  proposed  rule  require  tracking 
of  devices  whose  failure  would  be 
reasonably  likely  to  have  serious 
adverse  health  consequences  if  the 
devices  either  are  life-supporting  or  life- 
sustaining  and  used  outside  a  device 
user  facility  or  are  permanently 
implantable  devices.  The  SMDA  also 
gives  FDA  the  authority  to  designate 
other  devices  which  must  be  tracked  by 
their  manufacturers.  This  proposed 
regulation  would  apply  to  any  such 
additional  devices  that  FDA  designates 
for  tracking. 

DATES:  Written  comments  by  May  26, 
1992. 

ADDRESSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305),  Food  and  Drug  Administration,  rm. 
1-23, 12420  Parklawn  Dr.,  Rockville,  MD 
20857. 


FOR  FURTHER  INFORMATION  CONTACT: 

Kathleen  S.  Shanahan,  Center  for 
Devices  and  Radiological  Health  (HFZ- 
321),  Food  and  Drug  Administration, 

1390  Piccard  Dr.,  Rockville,  MD  20850, 
301-427-1122. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

The  current  regulatory  framework  for 
medical  devices  is  the  result  of  three 
statutes  which  include:  (1)  The  Federal 
Food,  Drug,  and  Cosmetic  Act  of  1938 
(the  act),  (2)  the  Medical  Device 
Amendments  of  1976  (the  1976 
amendments),  and  (3)  the  Safe  Medical 
Devices  Act  of  1990  (the  SMDA). 

The  act,  codified  at  21  U.S.C.  321-394, 
prohibited  the  marketing  of  adulterated 
or  misbranded  devices.  The  1976 
amendments  (Pub.  L  94-295),  amended 
the  act  with  new  authority  expressly 
designed  to  ensure  the  safety  and 
effectiveness  of  medical  devices. 

The  1976  amendments  gave  FDA,  for 
the  first  time,  premarket  controls  over 
medical  devices  (e.g.,  classification, 
premarket  notification,  and  premarket 
approval).  Additionally,  the  1976 
amendments  strengthened  the  act's 
postmarket  controls  relating  to  medical 
devices,  giving  FDA  the  audiority  to 
require  patient  notification;  repair, 
replacement,  or  refund:  reporting  and 
recordkeeping;  current  good 
manufacturing  practices  (CGMP’s);  and 
restrictions  on  the  distribution  of  certain 
devices. 

The  SMDA  (Pub.  L.  101-629),  by 
streamlining  procedures  in  some  places 
and  augmenting  authority  in  others, 
refines  the  premarket  and  postmarket 
controls  relating  to  medical  devices 
added  to  the  act  by  the  1976 
amendments.  Among  the  provisions  of 
the  SMDA  that  augment  postmarket 
controls  is  the  device  tracking 
requirement  of  section  519(e)  of  the  act 
(21  U.S.C.  360i(e)).  This  new  provision 
requires  that  manufacturers  track 
certain  devices  from  the  manufacturer 
through  the  distribution  chain  to  the 
patient  using  the  device.  Under  section 
519(e)  of  the  act,  manufacturers  must 
track  devices  whose  failure  would  be 
reasonably  likely  to  have  serious 
adverse  health  consequences  if  the 
devices  are  either  life-supporting  or  life- 
sustaining  devices  that  are  used  outside 
a  device  user  facility  or  permanently 
implantable  devices.  Section  519(e)  of 
the  act  also  gives  FDA  the  authority  to 
designate  other  devices  which  must  be 
tracked  by  their  manufacturers. 

This  new  tracking  provision  is 
intended  to  ensure  that  FDA  can  remove 
dangerous  or  defective  devices  from  the 
market  expeditiously  under  new 
mandatory  recall  authority  added  to  the 


act  by  the  SMDA  (section  518(e)  of  the 
act  (21  U.S.C.  360h(e)))  and  preexisting 
notification  authority  (section  518(a)  of 
the  act  (21  U.S.C.  360h(a))).  As  public 
health  tools,  however,  notification  and 
recall  are  only  effective  if  patients  are 
notified  or  devices  are  removed  from 
distribution.  Recent  experiences  with 
notification  efforts  undertaken  by  two 
manufacturers  under  section  518(a)  of 
the  act,  in  one  case  voluntarily,  in 
another  instance  as  ordered  by  FDA, 
highlight  the  need  to  implement  effective 
device  tracking. 

The  voluntary  notification  involved 
identifying,  locating,  notifying,  and 
registering  an  estimated  23,000 
recipients  of  an  artificial  heart  valve 
that  may  fracture,  putting  the  recipient’s 
life  in  immediate  danger  (Refs.  1  through 
5).  Although  the  manufacturer  of  the 
valve  did  distribute  return  cards  to 
hospitals  to  obtain  each  recipient’s 
name  when  the  valve  was  implanted,  it 
is  reported  that  less  than  50  percent  of 
these  return  cards  were  ever  returned  to 
the  manufacturer  (Ref,  2).  Therefore  no 
complete  list  of  names  of  patients  or 
information  on  their  location  was 
available  to  the  manufacturer  when  it 
agreed  to  undertake  the  patient 
notification  program  (Ref.  2).  The 
manufacturer  has  reportedly  spent  2 
million  dollars  to  initiate  the  location, 
notification,  and  registration  program 
(Refs.  2,  4,  and  5).  Location  efforts, 
which  began  in  December  1990,  have 
included  letters  and  telegrams  to 
cardiologists,  advertisements  in  medical 
journals,  telephone  calls  to  doctors,  and 
media  (Ref.  2).  As  of  November  1991,  the 
manufacturer  reported  to  FDA  that 
slightly  more  than  61  percent  of  the 
estimated  number  of  recipients  had  been 
located  (Ref.  6). 

Another  notification,  ordered  by  FDA 
under  section  518(a)  of  the  act,  involved 
a  jaw  implant  with  defects  that  may 
cause  bone  degeneration  (Refs.  1 
through  7).  FDA  estimates  that  over 
26,000  of  these  implants  were  distributed 
between  1973  and  1988,  but  the 
manufacturer  does  not  know  how  many 
were  implanted  (Refs.  9, 12,  and  13).  The 
manufacturer  declared  bankruptcy 
under  chapter  7  on  June  7, 1990  as  a 
result  of  product  liability  suits  (Ref.  14). 
The  bankruptcy  trustee  has  agreed  to 
make  distribution  records  (to  the  extent 
that  they  exist)  available  to  FDA  and 
the  company  president,  but  has  refused 
to  authorize  notification  on  behalf  of  the 
bankrupt  manufacturer  or  to  pay  for  a 
patient  notification  program  (Ref.  14). 
FDA  has  thus  had  to  set  up  and  provide 
funds  for  a  patient  identification  and 
notification  program. 
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II.  Legislative  History 

In  the  past  several  years,  Congress 
has  focused  considerable  attention  on 
FDA’s  implementation  and  enforcement 
of  the  1976  amendments.  Likewise,  in 
the  past  several  years,  the  General 
Accounting  Office  (GAO),  the  Office  of 
Technology  Assessment  (OTA),  and  the 
Office  of  Inspector  General  of  the 
Department  of  Health  and  Human 
Services  (OIG)  have  conducted 
investigations  and  issued  reports  on 
problems  associated  with  the 
distribution  and  use  of  defective 
pacemakers,  pacemaker  leads,  heart 
valves,  and  apnea  monitors.  Although 
these  reports  discussed  FDA's 
enforcement  efforts,  the  reports  also 
addressed  the  sufficiency  of  the  existing 
provisions  of  the  act  to  cope  with  the 
public  health  problems  presented  by 
these  types  of  defective  devices. 

Congress  concluded,  from  its  own 
hearings  and  investigations  and  from  its 
review  of  the  GAO,  OTA,  and  OIG 
investigations  and  reports,  that  the  1976 
amendments  were  not  always  adequate 
to  protect  the  public  health.  (H.  Rept. 

808, 101st  Cong.,  2d  sess.  13-14  (1990):  S. 
Rept.  513,  lOlst  Cong.,  2d  sess.  13-16 
(1990)).  To  correct  these  inadequacies, 
both  houses  of  Congress  proposed  bills 
that  streamlined  and  strengthened 
FDA's  premarket  and  postmarket 
controls  over  medical  devices.  By 
conference  agreement  between  the 
House  and  Senate,  provisions  in  their 
two  bills  were  merged,  modified,  and 
passed  as  the  SMDA.  The  President 
signed  the  bill  into  law  on  November  28, 
1990.  Section  519(e),  as  enacted, 
incorporates  section  13  concerning 
traceability  in  S.  3006  and  section  3(b)  of 
the  SMDA  concerning  user  tracking  in 
H.R.  3095,  but  more  closely  follows  the 
provisions  of  H.R.  3095. 

Both  the  Senate  and  House  Reports 
that  accompanied  these  bills  make  clear 
that  the  purpose  of  tracking  is  to 
strengthen  FDA's  capability  to  remove 
dangerous  and  defective  devices  from 
the  market.  Specifically,  section  519(e)’s 
tracking  requirement  is  meant  to 
facilitate  implementation  of  the  patient 
notification  requirements  (section  518(a) 
of  the  act)  and  the  recall  requirements 
(section  518(e)  of  the  act).  For  example, 
the  House  Report  states:  “User  tracking 
is  critical  to  enable  manufacturers  or  the 
FDA  to  notify  patients  who  are  using 
defective  or  otherwise  dangerous 
devices.’’  (H.  Rept.  808, 101st  Cong.,  2d 
sess.  23  (1990).  See  also  S.  Rept.  513, 
101st  Cong.,  2d  sess.  26  (1990)). 

The  legislative  history  also  speaks  to 
the  kinds  of  devices  subject  to  the 
tracking  requirement.  The  Senate  Report 
accompanying  S.  3006  states:  “This 


requirement  is  limited  to  devices  with 
the  potential  for  causing  the  greatest 
harm  and  for  which  the  potential  of  a 
recall  is  greatest."  (S.  Rept.  513, 101st 
Cong.,  2d  sess.  26  (1990)).  Similarly,  the 
House  Report  states  that  the  tracking 
provisions  in  H.R.  3095  dealt  with 
“devices  critical  to  human  health,  such 
as  heart  valves  and  other  implantable, 
life-sustaining  devices.”  (H.  Rept.  808, 
101st  Cong.,  2d  sess.  23  (1990)).  FDA 
believes  that  these  statements,  in 
conjunction  with  the  statutory  language, 
provide  a  clear  standard  for  determining 
when  a  device  is  a  critical,  high  risk 
device  that  must  be  tracked.  The 
statutory  standard,  the  failure  of  which 
would  be  reasonably  likely  to  have 
serious  adverse  health  consequences,  if 
the  devices  are  either  life-sustaining  or 
life-supporting  devices  used  outside 
device  user  facilities  or  are  permanently 
implantable  devices,  is  directed,  as  was 
congressional  concern,  to  the  medical 
importance  of  the  device  and  the  risks 
associated  with  a  failure  of  the  device. 

Finally,  the  legislative  history  also 
addresses  issues  relating  to  the 
involvement  of  physicians  in  the 
accomplishment  of  effective  tracking. 
The  House  Report  states: 

The  Committee  believes  that  the  role  of 
individual  physicians  in  the  process  of  user 
tracking  is  an  important  but  limited  one. 
While  FDA  may  establish  regulations  which 
call  for  the  physician  to  initially  provide 
patient  information  at  the  time  a  device  is 
hrst  used  or  implanted,  the  physician  is  not 
responsible  for  subsequent  reporting  on  the 
whereabouts  of  the  patient  if  that  information 
is  not  available  to  physicians  in  the  conduct 
of  their  medical  practice.  *  *  *  To  place  the 
sole  responsibility  for  user  tracking  on 
physicians  would  be  unworkable  •  *  *. 

(H.  Rept.  808, 101st  Cong.,  2d  sess.  23 
(1990)). 

III.  Purpose  of  the  Proposed  Regulation 

The  purpose  of  the  proposed  rule  is  to 
implement  section  519(e)  of  the  act. 
Section  519(e)(1)  requires  that  a  method 
of  tracking  be  adopted  by  every  person 
who  is  required  to  register  under  section 
510  of  the  act  (21  U.S.C.  360)  and  who 
engages  in  the  manufacture  of  a  device 
the  failure  of  which  would  be 
reasonably  likely  to  have  serious 
adverse  health  consequences,  if  the 
device  is  either  a  life-sustaining  or  life¬ 
supporting  device  used  outside  a  device 
user  facility  or  is  a  permanently 
implantable  device.  This  proposed  rule 
also  implements  section  519(e)(2)  of  the 
act  which  requires  that  such  persons 
adopt  a  method  of  device  tracking  of 
any  other  device  that  FDA  designates 
for  tracking. 

The  goal  of  the  proposed  rule  is  to 
ensure  that  a  manufacturer  can,  if 


ordered  to  do  so  by  FDA,  comply  with 
section  518(a)  of  the  act  (patient 
notification)  and  section  518(e)  of  the 
act  (recall)  in  a  prompt  and  complete 
manner.  The  proposed  rule 
accomplishes  this  goal,  not  by  requiring 
a  particular  method  of  tracking,  but  by 
setting  forth  the  standard  that  every 
tracking  system  must  satisfy:  A 
manufacturer  of  a  tracked  device,  by 
whatever  method(s)  of  tracking  it 
chooses,  must  be  able  to  report  specified 
information  relating  to  the  identity  of 
patients  and  location  of  tracked  devices 
to  FDA  within  3  working  days  (proposed 
§  821.25(a)).  To  assure  that  the  methods 
adopted  are  adequate  to  meet  this 
standard,  the  proposed  rule  requires:  (1) 
That  a  tracking  system  be  based  on  a 
written  standard  operating  procedure 
(SOP)  that  provides  for  the  collection 
and  maintenance  of  certain  information 
for  the  useful  life  of  the  device 
(proposed  §  821.25  (b)  and  (c));  (2)  that 
the  manufacturer  identify  its  devices  in 
a  unique  fashion;  and  (3)  that  the 
tracking  data  and  the  functioning  of  the 
tracking  system  be  audited  at  6  month 
intervals  in  accordance  with  a  quality 
assurance  program  incorporated  into  the 
tracking  SOP  (proposed  §  821.25(c)).  As 
further  assurance  that  manufacturers' 
tracking  systems  will  be  effective,  the 
proposed  rule  imposes  specific  but 
limited  tracking  obligations  on  other 
persons  involved  in  the  distribution  of 
tracked  devices  (proposed  §  821.30). 

IV.  Statutory  Authority 

Section  519(e)  was  added  to  the  act  by 
section  3(b)(1)  of  the  SMDA.  Section  3(c) 
of  the  SMDA  directs  FDA  to  issue 
regulations  to  implement  section  519(e) 
of  the  act.  Section  3(c)(B)  of  the  SMDA 
speciHcally  requires  that  such 
regulations:  (1)  Require  appropriate 
methods  for  maintenance  of  records  to 
ensure  that,  if  notification  is  ordered 
under  the  act,  it  is  effective;  (2)  require 
that  manufacturers  adopt  effective 
tracking  methods;  and  (3)  account  for 
the  position  of  distributors  in  the  device 
distribution  process.  This  provision  of 
the  SMDA  also  gives  FDA  authority  to 
include  such  other  requirements  as  it 
deems  necessary  to  ensure  effective 
tracking. 

In  addition,  section  519(a)  of  the  act 
(21  U.S.C.  360i(a))  (added  by  the  1976 
amendments)  authorizes  FDA  to  issue 
regulations  to  require  device 
manufacturers,  importers,  and 
distributors  to  maintain  such  records, 
make  such  reports,  and  provide  such 
information  to  FDA  as  may  reasonably 
be  necessary  to  assure  that  devices  are 
not  adulterated  or  misbranded  and  are 
otherwise  safe  and  effective  for  human 
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use.  That  Congress  intended  FDA  to  use 
this  authority  under  section  519  of  the 
act  to  protect  the  public  from  potentially 
hazardous  devices,  as  well  as  devices 
with  conHrmed  hazards,  is  clear  from 
the  legislative  history  of  the  1976 
amendments.  In  discussing  the 
provisions  in  section  519  of  the  act 
designed  to  reduce  the  burden  and  cost 
of  recordkeeping  requirements  of  that 
section  of  the  act,  the  House  Report 
speciHcally  identiHes  records  of 
“product  distribution  *  *  *  where 
necessary  to  protect  the  public  health’* 
as  examples  of  records  that  may  be 
required  under  section  519(a)  despite  the 
limiting  provisions.  (H.  Kept.  853, 94th 
Cong.,  2d  sess.  24  (1976)). 

In  discussing  the  notiHcation 
provisions  of  section  518  of  the  act  (21 
U.S.C.  360h),  the  House  Report,  the 
principal  legislative  document  on  the 
1976  amendments,  states,  in  part: 

The  notification  provision  is  similar  to,  and 
to  some  extent  patterned  after,  comparable 
authority  contained  in  the  National  Traffic 
and  Motor  Vehicle  Safety  Act  of  1966,  the 
Radiation  Control  for  Health  and  Safety  Act 
of  1968,  and  the  Consumer  Product  Safety  Act 
of  1972.  These  statutes  also  include 
requirements  that  manufacturers  provide 
notification  of  defects  in  their  products  to 
appropriate  Federal  agencies.  The  Committee 
determined  that  a  comparable  provision  in 
new  section  518(a)  with  respect  to  devices 
would  be  unnecessary  since  the  Secretary 
could  require  the  reporting  of  such 
information  under  the  recordkeeping  and 
reporting  authority  provided  in  new  section 
519  of  the  act. 

(H.  Rept.  835,  94th  Cong.,  2d  sess.  21 
(1976)). 

Section  701(a)  of  the  act  (21  U.S.C. 
371(a))  authorizes  FDA  to  promulgate 
substantive  binding  regulations  for  the 
efficient  enforcement  of  the  act. 
Weinberger  v.  Hynson,  Westcott  & 
Dunning,  Inc.,  412  U.S.  609  (1973):  see 
also  Weinberger  v.  Bentex 
Pharmaceuticals,  Inc.,  412  U.S.  645,  653 
(1973);  National  Ass’n  of 
Pharmaceuticals  Manufacturers  v.  FDA, 
637  F.  2d  877  (2d  Cir.  1981);  National 
Confectioners  Ass’n  v.  Calif  ana,  569  F. 
2d  690  (D.C.  Cir.  1978);  National 
Nutritional  Foods  Ass’n  v.  Weinberger, 
512  F.  2d  688  (2d  Cir.),  cert,  denied,  423 
U.S.  827  (1975). 

Section  704(a)  of  the  act  (21  U.S.C. 
374(a))  provides,  for  purposes  of 
enforcement  of  the  act,  ffiat  any  duly 
authorized  FDA  employee  is  authorized, 
among  other  things:  (1)  To  enter,  at 
reasonable  times,  any  factory, 
warehouse,  or  establishment  in  which 
devices  are  manufactured,  processed, 
packed,  or  held  or  to  enter  any  vehicle 
being  used  to  transport  or  hold  devices: 
and  (2)  to  inspect,  at  reasonable  times 


and  within  reasonable  limits  and  in  a 
reasonable  manner,  such  factory, 
warehouse,  establishments,  or 
containers,  and  labeling  therein.  Section 
704(e)  of  the  act  (21  U.S.C.  374(e)) 
establishes  that  every  person  required 
xmder  section  519  of  the  act  to  maintain 
records  and  every  person  who  is  in 
charge  or  custody  of  such  records  must, 
upon  request  of  any  authorized  FDA 
employee,  permit  the  FDA  employee  at 
all  reasonable  times  to  have  access  to, 
to  copy,  and  to  verify  such  records. 

V.  Definitions 

“Importer”  means  the  initial 
distributor  of  an  imported  device  who  is 
required  to  register  under  section  510  of 
the  act  and  21  CFR  807.20  and  includes 
any  person  who  initially  imports  a 
device  into  the  United  States  with  the 
intention  of  further  marketing  the  device 
without  processing,  repackaging,  or 
relabeling  the  device. 

“Manufacturer”  means  any  person 
who  manufactures,  prepares,  assembles, 
or  processes  a  device.  The  term  includes 
persons  who:  (1)  Initially  distribute  an 
imported  device  (importer);  (2) 
repackage  or  otherwise  change  the 
container,  wrapper,  or  labeling  of  a 
device  in  furtherance  of  the  distribution 
of  the  device  from  the  original  place  of 
manufacture  to  the  person  who  makes 
final  delivery  or  sale  to  the  ultimate 
consumer  (repacker  or  relabeler);  (3) 
initiate  specifications  for  devices  ffiat 
are  manufactured  by  a  second  party  for 
subsequent  distribution  by  the  person 
initiating  the  specification 
(specifications  developer);  or  (4) 
manufacture  components  or  accessories 
which  are  ready  to  be  used  for  any 
intended  health-related  purpose  and  are 
packaged  or  labeled  for  distribution  for 
such  health-related  purpose  and  are 
processed  by  a  licensed  practitioner  or 
other  qualified  person  to  meet  the  needs 
of  a  particular  patient  (ready-for-use 
component  or  accessory  manufactiu^r). 

“Device  failure”  includes  the  failiu*e  of 
a  device  to  perform  its  intended  function 
due  to:  (1)  A  departure  from  design, 
materials,  or  performance  specifications; 
or  (2)  inadequate  or  inappropriate 
specifications.  The  term  is  not  restricted 
to  unanticipated,  sudden,  or 
catastrophic  failures.  With  respect  to 
material  specifications,  an  unanticipated 
change  in  the  biocompatibility  of  device 
materials,  e.g.,  through  degradation 
resulting  in  carcinogenic  or  other  toxic 
effects  that  outweigh  the  benefits  of 
using  the  device,  would  be  considered  a 
departure  from  such  specifications. 

“Reasonably  likely”  means  probable. 
FDA  emphasizes  that  the  application  of 
section  519(e)  of  the  act  does  not  turn  on 
the  probability  of  a  device  failure 


occurring  but  on  the  judgment  (based  on 
the  intended  use  of  the  device)  that,  if  a 
device  failure  occurs,  serious  adverse 
health  consequences  are  more  likely 
than  not  to  occur. 

The  definition  of  “serious  adverse 
health  consequences”  is  derived  from 
the  legislative  history  of  section  519(e) 
of  the  act.  For  a  full  explanation  of  this 
definition  see  the  discussion  below 
under  “Serious  Adverse  Health 
Consequences.” 

“Permanently  implantable  device”  is 
defined  in  terms  of  the  device’s  intended 
purpose  to  assist,  restore,  or  replace  the 
fimction  of  an  organ,  system,  or 
structme  of  the  human  body  in  a 
continuous  and  active  manner 
throughout  its  useful  life  (i.e.,  the  period 
of  its  placement  in  the  body).  This 
definition  thus  excludes  implanted 
devices  that  are  intended  as  temporary 
or  are  intended  to  be  removed. 

However,  FDA  notes  that  an  implant 
that  is  not  permanent  under  this 
definition  may  nonetheless  be  subject  to 
section  519(e)  of  the  act  because  it  is  a 
Ufe-sustaining  or  life-supporting  device 
used  outside  a  device  user  facility. 

The  definition  for  “life-supporting  or 
life-sustaining  device”  is  derived  from 
21  CFR  860.3  (classification  procedure 
regulations)  and  the  meaning  is 
comparable.  The  definition  of  “device 
user  facility”  is  that  contained  in  new 
section  519(b)(5)  of  the  act  (21  U.S.C. 
360i(b)(5))  (medical  device  reporting  by 
device  user  facilities).  FDA  believes  that 
outpatient  diagnostic  facilities  which  are 
not  physicians’  offices  should  be 
included  with  hospitals,  ambulatory 
surgical  facilities,  nursing  homes,  and 
outpatient  treatment  facilities  as  a 
“device  user  facility.”  Devices  located  at 
outpatient  diagnostic  facilities  are  not 
used  by  the  persons  for  whom  the 
devices  are  indicated,  and  these  persons 
would  not  possess  the  devices  in  the 
event  of  recall. 

FDA  notes  that  devices  may  be 
intended  for  use  in  a  device  user  facility 
but  will  also  be  used  outside  a  device 
user  facility  or  that  devices  may  be 
intended  for  use  in  and  outside  a  device 
user  facility.  Manufacturers  of  life- 
sustaining  or  life-supporting  devices 
who  distribute  such  devices  solely  for 
use  at  a  device  user  facility,  but  who 
know  or  should  know  that  such  devices 
are  also  being  distributed  for  use  or 
used  outside  a  device  user  facility,  must 
track  this  use  of  the  device,  as  these 
devices  have  thereby  become  intended 
for  use  outside  a  device  user  facility. 

See  21  CFR  801.4  (definition  of  intended 
use).  Likewise,  manufacturers  of  life- 
sustaining  or  life-supporting  devices 
who  distribute  such  devices  for  use  in 
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and  out  of  a  device  user  facility  must 
track  the  outside  distribution  and  use  of 
their  device  to  the  patient. 

“Distributor"  has  been  defined  in 
terms  of  its  common  regulatory  usage,  to 
exclude  the  final  person  who  makes 
delivery  or  sale  of  the  device  to  the 
ultimate  user. 

“Distributes"  is  defined  to  clarify  that 
distribution  is  not  limited  to  commercial 
distribution,  i.e.,  the  sale  or  offering  for 
sale,  of  a  device  intended  for  human 
use.  FDA  believes  that  section  519(e)  of 
the  act  requires  the  tracking  of  ail 
devices  that  are  distributed  regardless 
of  whether  the  patient  pays  for  the 
device.  FDA  is  aware,  for  example,  that 
some  companies  distribute  pacemakers 
or  implantation  in  the  needy  after  their 
“implant  before”  date  has  been 
exceeded.  Thus,  for  the  purpose  of  this 
proposed  rule,  “distributes”  covers  any 
distribution.  The  only  exclusions  from 
this  definition  are:  (1)  For  devices 
distributed  under  an  effective 
investigational  device  exemption  in 
accordance  with  section  520(g)  of  the  act 
and  21  CFR  part  812  because  patients 
receiving  investigational  devices  are 
effectively  tracked  through  participation 
in  a  study,  and  (2)  for  devices 
distributed  for  teaching,  law 
enforcement,  research  or  analysis  as 
specified  in  21  CFR  801.125. 

“Final  distributor”  and  “multiple 
distributor”  are  defined  for  ease  of 
reference.  FDA  believes  it  is  necessary 
to  include  the  class  of  persons  covered 
by  these  two  deHnitions  within  this 
proposed  rule.  “Final  distributors,”  such 
as  licensed  practitioners,  retail 
pharmacies  and  other  retailers,  and 
hospitals  and  other  device  user 
facilities,  and  “multiple  distributors,” 
such  as  rental  Hrms,  device  user 
facilities,  or  other  device  distributing 
enterprises,  are  vital  links  in  the  device 
user  tracking  process.  Further,  including 
these  persons  within  the  tracking  system 
comports  with  Congress’s  directive  to 
FDA  in  section  3(c)(1)(B)  of  the  SMDA  to 


take  into  consideration  the  position  of 
distributors  in  the  device  distribution 
chain  and  with  the  legislative  history  of 
the  SMDA  that  states  that  FDA  may 
require  physicians  to  report  patient 
identity. 

“Licensed  practitioner”  is  defined  in 
terms  comparable  to  those  used  in  other 
FDA  regulations. 

VI.  General  Guidance 

A.  Responsibility  for  Identification 

1.  Devices  Subject  To  Tracking  Under 
Section  519(e)(1)  of  the  Act 

Section  519(e)(1)  of  the  act  provides 
for  the  mandatory  tracking  of  those 
devices  that  meet  its  criteria.  However, 
FDA  recognizes  that,  as  the  agency 
charged  with  implementing  and 
enforcing  section  519(e)  of  the  act,  its 
interpretation  of  the  statutory  terms  and 
its  views  on  the  application  of  section 
519(e)(1)  of  the  act  are  entitled  to  great 
weight.  Thus,  FDA  expects 
manufacturers  to  make  this 
determination  based  upon  the  guidance 
in  the  definitions  in  the  rule,  with  the 
guidance  herein  (which  includes  an 
illustrative  list  of  example  devices  that 
FDA  believes  are  subject  to  tracking 
under  section  591(e)(1)  of  the  act),  and 
with  future  guidance  from  FDA.  To 
ensure  that  the  list  of  example  devices  is 
readily  available  to  the  public  in 
conjunction  with  the  definitions  of  the 
key  terms.  FDA  is  proposing  to 
incorporate  this  illustrative  list  in 
proposed  §  821.20  (b)(1)  and  (b)(2). 

In  addition,  FDA,  when  clearing 
premarket  notification  submissions  (510 
(k)'8)  or  approving  premarket  approval 
applications  (PMA’s),  will  notify  the 
person  receiving  clearance  or  approval 
that  FDA  believes  the  device  is  subject 
to  tracking.  This  notification  will  be 
given  in  writing,  but  will  not  be  a  part  of 
the  510(k)  order  or  the  PMA  approval 
order.  In  addition,  FDA  will  notify  the 
public  (through  publication  of  a  notice  in 
the  Federal  Re^ster)  that  FDA  believes 


a  new  generic  type  of  device  is  subject 
to  tracking  and  will  solicit  comments 
from  the  public  on  the  agency's  position. 
In  the  case  of  PMA  devices  that  are  the 
subject  of  approved  PMA's,  this 
notification  will  be  given  in  the  same 
issue  of  the  Federal  Register  as  the 
notice  of  the  PMA  approval  order  that  is 
published  after  FDA's  approval  of  the 
PMA  for  the  device.  In  the  case  of 
section  510(k)  devices,  this  notice  will 
be  published  as  soon  as  possible 
following  notification  of  the 
manufacturer  that  a  device  is 
substantially  equivalent.  New  generic 
types  of  devices  that  FDA  identifies  as 
subject  to  tracking  through  the 
premarket  approval  and  clearance 
processes  will  also  be  added  to  the  list 
of  example  devices  set  out  in  the 
regulation. 

FDA  believes  that  making  the  public 
aware  of  the  fact  that  FDA  believes  a 
device  is  subject  to  tracking  and 
soliciting  comment  from  the  public  will 
serve  two  distinct  purposes.  First,  it  will 
serve  to  notify  manufacturers  of 
substantially  equivalent  devices  that 
FDA  believes  that  the  tracking 
requirements  of  section  519(e)  of  the  act 
apply  to  their  devices,  while  also 
serving  to  notify  those  in  the  distribution 
chain  of  the  tracking  requirement. 
Secondly,  it  will  provide  consumers  and 
manufacturers  and  other  persons 
affected  by  FDA’s  determination,  as 
well  as  the  manufacturer(s)  of  the 
device  in  question,  with  the  opportunity 
to  share  information  and  views  with 
FDA,  thereby  ensuring  that  FDA’s 
enforcement  of  the  tracking  provision 
proceeds  deliberately  and  publicly, 
based  upon  complete  and  balanced 
information. 

The  decision  diagram,  shown  below  in 
Figure  1,  is  provided  to  assist  firms  in 
deciding  which  types  of  devices  must  be 
tracked  on  the  basis  of  section  519(e)  of 
the  act,  the  definitions  set  forth  in  the 
proposed  rule,  and  the  concepts 
discussed  in  this  preamble. 
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FDA  realizes  that  this  proposed  rule  is 
likely  to  become  the  flnal  rule  on  May 
28, 1992,  by  operation  of  the  statute.  See 
Public  Law  101-629,  section  3(c)(2)  of  the 
SMDA.  If  this  occurs,  FDA  will  consider 
the  rule  an  interim  final  rule,  will 
continue  to  review  the  comments,  and 
will  make  any  revisions  to  the  rule  as 
soon  as  practicable.  Nevertheless,  FDA 
emphasizes  that,  because  the  proposed 
rule  will  have  become  final  by  operation 
of  law,  manufacturers  of  devices  subject 
to  mandatory  or  discretionary  tracking 
will  be  required  to  establish  tracking 
systems  for  such  devices  in  accordance 
with  these  regulations. 

This  approach,  however  appropriate  it 
may  be,  leaves  both  FDA  and  those 
persons  subject  to  the  tracking 
requirements  with  a  degree  of 
uncertainty  as  to  what  the  final  scope  of 
the  regulations  will  be.  For  example, 
FDA  anticipates  that  many  comments 


may  address  not  only  the  requirements 
for  tracking  systems  but  may  also 
address  definitions  such  as  “permanent 
implant.”  “serious  adverse  health 
consequences.”  and  "life-sustaining  or 
life-supporting,”  terms  whose  definitions 
affect  the  scope  and  application  of  the 
mandatory  tracking  requirements.  In 
addition,  FDA  expects  that  some 
comments  will  specifically  challenge  the 
devices  that  appear  on  the  illustrative 
lists  as  examples  of  FDA's  current 
interpretation  of  section  519(e)(l)’s 
terms. 

FDA  believes,  under  the  unusual 
statutory  provisions  applicable  to  this 
rulemaking,  that  it  is  necessary  to 
accommodate  the  statutory  requirement 
of  a  final  rule  by  May  28, 1992,  with 
FDA’s  commitment  to  the  notice  and 
comment  process  as  the  appropriate 
mechanism  for  informed  decisionmaking 
on  device  tracking.  In  addition,  FDA  has 


no  interest  in  compelling  the 
expenditure  of  unncecessary  resources 
to  initiate  tracking  for  devices  that  FDA, 
upon  due  consideration  of  comments, 
believes  are  not  subject  to  mandatory 
tracking.  Thus,  FDA  advises  that,  prior 
to  May  28, 1992,  if  FDA  determines  that 
a  generic  type  of  device  that  FDA 
included  on  the  illustrative  lists  does  not 
meet  the  applicable  mandatory  tracking 
standards,  FDA  will  promptly  announce, 
by  notice  in  the  Federal  Register  of  a 
device  included  on  the  illustrative  lists 
is  able  to  convince  FDA  that  its  version 
of  the  device  should  not  be  subject  to 
tracking  due  to  circumstances  (e.g., 
technology,  intended  use)  unique  to  its 
particular  version  of  the  device,  FDA,  in 
its  enforcement  discretion,  will  notify 
the  manufacturer  that  FDA  will  not  take 
action  for  failure  to  track  the  device. 

2.  Devices  designated  by  FDA  for 
tracking.  The  diagram  in  Figure  1 
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identifies  a  category  of  devices  called 
“designated”  devices.  This  category 
encompasses  the  devices  that  FDA 
designates  for  tracking  under  section 


519(e)(2)  of  the  act  A  designated  device 
may  not  be  a  pennanently  Implantable 
device  or  a  life-sustaining  or  life- 
supporting  device  used  outside  a  device 


user  facility.  Some  of  the  considerations 
that  FDA  is  likely  to  use  to  determine 
whetl^r  a  device  should  be  designated 
are  illustrated  in  Figure  2. 


Oesignoiod  Devices 


Devices  designoied  for  fracking 
under  sec.  519(e)(2)  of  the  ocf 


Figure  2 


The  agency  will  use  its  discretionary 
authority  to  designate  and  require  the 
tracking  of  devices  under  section 
519(eH2)  of  the  act  to  protect  the  public 
health.  In  assessing  whether  to 
designate  a  device  to  be  tracked  under 
section  S19(e)(2)  of  the  act,  the  agency 
will  focus  on  the  significance  of  risks  to 
health  posed  by  device  use,  especially 
the  potential  for  serious  injury,  harm,  or 
hazard  to  the  public.  Devices  that  FDA 
anticipates  it  will  need  to  designate  to 
be  tracked  are  devices  that  demonstrate 
(or  may  demonstrate)  recurrent, 
unpredictable,  unexpected,  or 
widespread  failures,  when  such  failures 
are  hazardous  or  potentially  hazardous. 
In  the  tracking  context  the  agency  will 
consider  a  device  to  be  hazardous  if  the 
device  presents  a  risk  of  injury,  death,  or 
other  serious  adverse  efiect  under  the 
conditions  of  its  intended  use.  The 
agency  believes  it  is  consistent  with  the 
intent  of  section  519(e)(2)  of  the  act  and 
with  the  general  purpose  of  the  SMDA 
to  designate  devices  that  present  such 


risks  to  protect  the  public  from  defective 
devices  that  are  unsafe  or  inefiective. 

FDA  is  considering,  with  respect  to 
designated  devices,  whether  to  adopt 
“levels”  of  tracking.  FDA  recognizes 
that  some  protection  may  be  afforded 
patients  who  are  part  of  an  implanted 
device  registry  that  is  effectively 
compiled.  For  example,  FDA  would 
require  a  device  to  be  tracked  to  the 
date  of  initial  implantation  in  a  patient 
and  require  full  identification  of  all 
patients  implanted  with  such  designated 
devices,  but  because  of  the  nature  of  the 
device  or  other  circumstances,  but  not 
require  the  following  patients  beyond 
that  point  in  time.  This  initial  patient 
identification  would  include  a  social 
security  number  which,  FDA  believes, 
would  make  subsequent  location  of  the 
patient  possible. 

The  agency  will  designate  that  a 
particular  device  or  gneric  type  of 
device  is  required  to  be  tracked  under 
section  519(e)(2]  of  the  act  by  written 
notice.  In  the  form  of  a  letter,  issued  to 


the  manufacturer  of  such  a  device  or  to 
the  manufacturers  of  such  a  generic  type 
of  device.  In  addition,  the  agency  will 
publish  in  the  Federal  Register  a  notice 
of  the  agency's  determination  that  a 
particular  generic  type  of  designated 
device  is  required  to  be  tracked  under 
section  S19(e)(2)  of  the  act  and  will,  as 
with  devices  subject  to  tracking  under 
section  519(e)(1)  of  the  act,  solicit 
comment  from  the  public.  The  agency 
considers  the  determination  authorized 
by  section  519(e)(2)  of  the  act  to  be 
within  the  agency’s  discretionary 
authority  and  not  subject  to  the 
rulemaking  procedures  prescribed  by 
the  Administrative  Procedure  Act 
FDA  is  hereby  announcing  that  the 
agency  will  designate  and  require  the 
tracking  of  any  device  that  has  silicone 
gel  as  a  primary  constituent  of  the 
finished  device  and  is  intended  to 
remain  in  the  body  for  30  days  or  longer, 
and  is  soliciting  comment  on  this 
designation  and  data  regarding  the  long 
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term  safety  of  these  devices.  Examples 
of  these  devices  include  silicone  gel- 
filled  breast  prostheses  (21  CFR 
878.3540)  and  testicular  prostheses  (21 
CFR  876.3750).  FDA  has  examined 
recent  scientiHc  data  concerning 
silicone  implants  and  the  migration  of 
silicone  in  the  body  that  reveal  the 
occurrence  of  allergic  reactions,  silicone 
lymphadenoma,  and  morbidity  due  to 
silicone  and  silicone  migration.  FDA  has 
documentation  of  risks  associated  with 
the  use  of  silicone  gel-filled  breast 
implants,  and  believes  that  silicone  gel- 
filled  implants  other  than  the  breast 
implant  have  the  potential  to  present  the 
same  risks  documented  for  the  breast 
implant.  However,  the  agency  has 
considerably  less  information  regarding 
possible  risks  specifically  associated 
with  the  use  of  other  types  of  silicone 
gel  implants.  Therefore,  FDA  solicits 
comments  on  whether  risks  associated 
with  gel-Hlled  breast  implants  should  be 
extrapolated  to  all  other  silicone  gel 
implants,  or  whether  there  are  scientiHc 
factors  speciHc  to  other  silicone 
implants  that  would  raise  doubts  about 
such  an  extrapolation.  In  light  of 
recently  reported  information  together 
with  absence  of  adequate  clinical  data 
on  the  long  term  safety  of  silicone  gel, 
the  agency  believes  that  silicone  gel 
implants  are  potentially  hazardous  and 
should  be  tracked.  Silicone  inflatable 
breast  prostheses  (21  CFR  878.3530)  will 
also  be  designated  to  be  tracked 
because  of  similar  potential  hazards 
presented  by  these  devices.  FDA  will 
notify  the  manufacturers  of  such 
products  that  these  devices  are 
designated  as  devices  that  are  required 
to  be  tracked  under  section  519(e)(2)  of 
the  act.  This  designation  will  become 
effective  when  regulations  implementing 
section  519(e)  of  the  act  become  Hnal. 

B.  Serious  Adverse  Health 
Consequences 

The  legislative  history  of  the  SMDA 
provides  the  following  explanation  of 
the  term  “serious  adverse  health 
consequences:” 

The  Committee  believes  that  this  term 
should  mean  any  significant  adverse 
experience  attributable  to  a  device,  including 
those  which  may  be  either  life  threatening,  or 
involve  permanent  or  long  term  injuries,  but 
excluding  those  non-life-threatening  injuries 
which  are  temporary  and  reasonably 
reversible.  In  other  words,  injuries 
attributable  to  a  device  that  are  not 
significant  in  nature  and  are  treatable  and 
reversible  by  standard  medical  techniques, 
proximate  in  time  to  the  injury,  are  not 
included  within  the  term’s  definition. 

(S.  Rept.  513, 101st  Cong.,  2d  sess.  19 
(1990)). 


The  definition  of  “serious  adverse 
health  consequences”  (proposed 
§  821.3(e))  incorporates  these  elements 
and  includes  life-threatening, 
permanent,  and  long-term  illnesses 
attributable  to  device  failure  as  serious 
adverse  health  consequences. 

To  be  considered  a  serious  adverse 
health  consequence,  an  injury  or  illness 
caused  by  device  failure  must  be  life- 
threatening  or  have  permanent  or  long¬ 
term  effects  that  cannot  be  readily 
reversed  or  abated  by  medical 
techniques  applied  proximate  in  time  to 
the  onset  of  Ae  adverse  event.  To 
determine  whether  a  device  failure 
would  probably  cause  such  serious 
adverse  health  consequences,  a  number 
of  factors  should  be  assessed. 

First,  risks  to  health  posed  by  the 
intended  use  of  the  devise  should  be 
examined  to  identify  those  risks  that  are 
attributable  to  the  characteristics  or 
performance  of  the  device,  or  lack 
thereof,  and  those  risks  that  are  not 
attributable  to  its  characteristics  or 
performance  (i.e.,  its  ability  to 
accomplish  its  intended  function  in 
accordance  with  adequate  and 
appropriate  specifications). 

Secondly,  reports  of  failure,  failure 
modes,  and  injuries  associated  with 
device  use  should  be  examined. 
Particular  attention  should  be  paid  to 
sudden,  catastrophic,  and  unanticipated 
device  failures.  In  FDA’s  case,  literature 
reports,  premarketing  submissions, 
establishment  inspection  reports, 
medical  device  reporting  (MDR),  and 
device  recall  data  may  be  relied  on  to 
identify  failures  and  resulting  injuries. 

Thirdly,  the  intended  function  of  the 
device  and  the  organ,  structure,  system 
or  function  of  the  body  affected  by  the 
performance  of  the  device  should  be 
examined  to  assess  the  significance  of 
any  injury  or  illness  that  would  result 
from  device  failure.  The  significance  of 
an  injury  or  illness  should  be 
determined  from  examining  the 
importance  of  the  function  of  the  device 
to  life  and  health;  the  importance,  to  life 
and  health,  of  the  organ  or  structure  of 
the  body  affected  by  the  illness  or 
injury;  the  expected  effects  of  the  injury 
or  illness  upon  the  residual  capacity  or 
condition  of  an  already  impaired 
structure  or  system  of  the  body;  and  any 
collateral  ramifications  that  may  ensue 
from  the  illness  or  injury,  such  as  risks 
attendant  to  any  required  surgery. 

The  probable  or  expected  effects  of 
device  failures  also  assist  in  assessing 
the  nature  and  type  of  medical 
intervention  that  would  be  required  to 
treat  adverse  consequences.  Ufe- 
threatening  injuries  or  illnesses  require 
immediate  medical  care  and  are  serious 
adverse  health  consequences.  Injuries 


and  illnesses  that  do  not  worsen  the 
residual  capacity  of  an  organ,  structure 
or  system  of  the  body  should  not  require 
medical  treatment  proximate  in  time  to 
the  occurrence  of  the  device  failure  and 
thus  are  not  serious  adverse  health 
consequences  within  the  meaning  of  the 
proposed  definition. 

Injuries  or  illnesses  that  damage  or 
worsen  the  residual  capacity  of  an 
already  impaired  organ,  structure, 
system  or  function  of  the  body  probably 
necessitate  medical  treatment  as  near  as 
possible  to  the  time  of  device  failure 
detection  or  the  observed  onset  of  an 
adverse  reaction.  If  the  effects  of  such 
injuries  or  illnesses  can  be  reversed, 
abated  or  prevented  from  having  long¬ 
term  sequelae  by  nonsurgical,  medical 
techniques,  the  injuries  or  illnesses  are 
not  serious  adverse  health 
consequences.  However,  if  significant 
surgical  intervention  is  required  to 
replace  a  failed  or  defective  implant  or 
to  prevent  the  injury  or  illness  from 
having  irreversible  or  long-lasting 
effects,  the  illness  or  injury  is  a  serious 
adverse  health  consequence. 

C,  Critical  Devices  Versus  Tracked 
Devices 

As  noted  earlier,  among  the 
postmarket  controls  provided  to  FDA 
under  the  1976  amendments  was  the 
authority  to  require  CGMP’s  for  the 
methods  used  in  and  the  facilities  and 
controls  used  for  the  manufacture, 
packaging,  storage,  and  installation  of  a 
device  (sec.  520(15  of  the  act  (21  U.S.C. 
360j(f))).  Under  this  authority,  FDA 
promulgated  regulations  that  imposed 
general  CGMP  requirements  for  all 
devices.  FDA,  under  the  sections  519 
and  520(f)  of  the  act,  also  imposed 
additional  CGMP  requirements  on 
manufacturers  of  certain  devices, 
termed  “critical  devices.”  One  of  these 
additional  CGMP  controls  was  a 
traceability  requirement  which  requires 
the  manufacturer  of  a  critical  device  to 
keep  records  tracking  the  device  to  the 
first  level  of  distribution.  See  21  CFR 
820.14,  820.151,  820.185. 

A  “critical  device”  is  “a  device  that  is 
intended  for  surgical  implant  *  *  *  or  to 
support  or  sustain  life  and  whose  failure 
to  perform  when  properly  used  *  *  * 
can  be  reasonably  expected  to  result  in 
a  significant  injury  to  the  user.”  21  CFR 
820.3(f).  These  terms  are  similar  to  terms 
used  in  section  519(e).  Guidance  that  the 
agency  has  provided  to  clarify  the  types 
of  devices  which  it  considers  to  be 
critical  devices  (a  1988  advisory  list), 
therefore,  may  be  of  some  use  in 
identifying  tracked  devices.  However, 
FDA  emphasizes  that,  as  guidance,  the 
“Advisory  List  of  Critical  Devices — 
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1988’*  (53  FR  8854  through  8858,  March 
17, 1988  (Ref.  15)]  has  limitations  as  the 
list  was  published  in  1988  and  was 
never  intended  to  be  an  exhaustive 
compilation  of  critical  devices.  To 
ensure  that  no  undue  reliance  is  placed 
on  this  list,  FDA  will  discuss  the 
differences  that  must  be  kept  in  mind 
when  examining  the  critical  devices  list 
and  distinguishing  between  critical 
devices  and  tracked  devices. 

Only  permanently  implantable 
devices  that  are  intended  to  perform 
their  function  in  an  active  and 
continuous  manner  in  the  body, 
thoughout  the  useful  life  of  the  device,  or 
are  not  intended  to  be  explanted  must 
be  tracked.  A  number  of  implantable 
devices  shown  on  the  1988  critical 
devices  list  do  not  meet  these  criteria 
and  are  not  subject  to  tracking 
requirements  on  this  basis.  Examples  of 
such  devices  that  are  not  required  to  be 
tracked,  include:  Indwelling  blood 
oxygen  partial  pressure  (PO2)  analyzer 
(21  CFR  868.1200),  trace  microsphere  (21 
CFR  870.1360),  absorbable  surgical  gut 
suture  (21  CFR  878.4830],  and  smooth  or 
threaded  metallic  bone  fixation  fastener 
(21  CFR  888.3040). 

Only  life-sustaining  or  life-supporting 
devices  intended  for  use  outside  device 
user  facilities  must  be  tracked.  Life- 
sustaining  or  life-supporting  devices  that 
are  intended  for  use  in,  distributed  to, 
and  exclusively  used  in  device  user 
facilities  are  not  subject  to  tracking 
requirements.  Examples  of  such  devices, 
taken  from  the  1988  critical  devices  list, 
that  are  not  required  to  be  tracked  due 
to  this  distinction  include:  medical 
equipment  (autotransfusion  apparatus, 

21  CFR  868.5530);  therapeutic  devices 
(tracheal/bronchial  differential 
ventilation  tube.  21  CFR  868.5740); 
diagnostic  devices  (withdrawal-infusion 
pump,  21  CFR  870.1800);  and  monitoring 
devices  (arrythmia  detector  and  alarm, 

21  CFR  870.1025). 

Critical  devices  present  the 
reasonable  expectation  that  their  failure 
would  cause  “significant  injury.” 

Tracked  devices,  on  the  other  hand, 
present  a  reasonable  likelihood  of 
“serious  adverse  health  consequences" 
in  the  event  of  failure.  Distinctions 
between  “significant  injury”  and 
“serious  adverse  health  consequences” 
are  a  matter  of  judgment,  degree,  and 
definition.  An  injury  to  an  already 
impaired  organ  or  structure  of  the 
human  body  that  is  important  to  life  and 
health  is  inherently  significant.  When 
the  effects  of  such  an  injury  or  illness 
caused  by  device  failure  are  life- 
threatening,  permanent  or  long-term,  the 
injury  or  illness  is  also  a  serious  adverse 
health  consequence.  Examples  of 


devices,  taken  from  the  1988  critical 
devices  list,  that  are  not  required  to  be 
tracked  because  their  failure  would 
probably  cause  a  significant  injury,  but 
not  a  serious  adverse  health 
consequence  include:  Single/multiple 
component  metallic  bone  fixation 
appliances  and  accessories  (21  CFR 
888.3030),  finger  joint  polymer 
constrained  prosthesis  (21  CFR 
888.3230),  toe  joint  polymer  constrained 
prosthesis  (21  CFR  888.3720]  and  toe 
joint  phalangeal  (hemi-toe)  polymer 
prosthesis  (21  CFR  888.3730). 

D.  Examples  of  Devices  Subject  To 
Tracking 

As  further  guidance,  FDA  is  providing 
a  list  of  devices  that  FDA  believes  are 
subject  to  the  tracking  provisions  of 
section  519(e)(l]  of  the  act.  As  explained 
previously,  this  list  is  included  in  the 
proposed  text  of  the  tracking  regulation 
(§  821.20(b)(1)  and  (b)(2])  and  is  to  be 
published  in  the  Code  of  Federal 
Regulations.  The  devices  are  identified 
by  classification  names  established  in 
FDA’s  classification  regulations  (21  CFR 
parts  862  through  892]  and  are  preceded 
by  the  part  and  section  number  of  the 
applicable  classification  regulation. 
These  devices  are  ones  that  FDA 
believes  meet  the  criteria  for  tracking, 
based  on  information  available  to  the 
agency.  Absent  additional  information 
or  a  reevaluation  of  available 
information,  FDA  does  not  now  foresee 
taking  enforcement  action  based  on  a 
manufacturer's  failure  to  track  devices 
that  FDA  has  not  placed  on  the 
illustrative  list  or  for  which 
manufacturers  have  not  received  any 
notice.  (Of  course,  this  approach  would 
not  apply  if  the  device  was  being 
distributed  without  the  requisite 
clearance  from  FDA.  since  FDA  would 
not  have  been  aware  that  the  device 
was  being  distributed  and  would  not 
have  been  able  to  give  any  kind  of 
notice.)  FDA  notes  that  other  devices 
may  also  meet  the  criteria  for  tracking, 
based  on  information  not  currently 
available  to  the  agency.  It  is  initially  the 
responsibility  of  the  manufacturer  to 
make  this  distinction,  subject,  of  course, 
to  the  agency's  primary  jurisdiction  to 
interpret  its  statutes  and  regulations. 
FDA  welcomes  inquiries  and 
consultation  on  whether  additional 
devices  are  required  to  be  tracked. 

E.  Manufacturer  Requirements 

1.  Requirements  for  Device  Tracking 
Systems 

The  proposed  rule  does  not  mandate 
how  a  manufacturer  implements  the 
tracking  requirements  or  tracks  a  device. 
FDA  has  chosen  to  allow  manufacturers 


with  tracking  obligations  to  develop  the 
detailed  plans,  procedures,  methods, 
and  means  of  tracking,  so  they  can 
implement  tracking  systems  most 
suitable  in  light  of  the  tracked  device 
and  the  manufacturer’s  distribution 
system,  resources,  computer  capability, 
and  recordkeeping  processes.  The 
tracking  system  requirements  are  only 
specific  in  that  they  mandate  the 
minimum  characteristics  of  a  tracking 
system,  the  data  which  must  be 
collected  and  maintained,  and  the 
standards  by  which  to  measure  the 
effectiveness  of  the  tracking  system. 

The  proposed  rule  establishes  the 
following  standards  for  device  tracking 
systems. 

a.  The  manufacturer  must  be  able  to 
furnish  FDA,  within  3  working  days  of  a 
request,  with  the  location  and  identity  of 
all  persons  currently  holding  or  using  a 
tracked  device  (proposed  §  821.25(a)). 

b.  The  manufacturer  must  collect  and 
keep  current  records  of  certain  patient 
identification  and  device  location  data 
for  the  useful  life  of  the  device  (i.e.,  as 
long  as  the  device  is  in  distribution  or 
use)  (proposed  §§  821.25(b]  and  821.60). 

c.  'The  tracking  system  must  be  based 
on  a  written  SOP  for  the  uniform 
collection,  maintenance,  and 
manipulation  of  the  required  distribution 
and  user  information  (proposed 

§  821.25(c)(1)  and  (c)(2) ). 

d.  The  tracking  system  SOP  must 
include  a  quality  assurance  program 
that  incorporates:  (1)  Written 
procedures  for  auditing  the  accuracy  of 
required  distribution  and  user 
information;  and  (2)  written  procedures 
for  auditing  the  functioning  of  the  device 
tracking  system,  including  the  adequacy 
of  the  reporting,  and  information 
collection  and  maintenance  procedures 
of  distributors,  final  distributors, 
multiple  distributors,  and  outside 
organizations  that  implement  the 
manufacturer’s  device  user  tracking 
system  (proposed  §  821.25(c)(3) ). 

These  standards  do  not  preclude  the 
use  of  patient  registries  or  implant 
registries  as  long  as  such  registries 
comply  with  the  tracking  requirements 
mandated  by  the  proposed  rule.  Nor  do 
these  standards  restrict  or  prohibit  the 
use  of  outside  consultant  or  specialist 
organizations  from  assisting  a 
manufacturer  in  developing  an  effective 
tracking  program  or  from  assisting  a 
manufacturer  in  implementing  a  tracking 
system.  However,  as  set  out  in  the 
proposed  §  821.1(b],  in  both  instances, 
the  agency  considers  any  tracking 
program  and  tracking  system  developed 
and  implemented  by  an  outside 
organization  to  be  the  manufacturer’s 
responsibility,  and  the  manufacturer 
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bears  full  responsibility  for  assiiring 
compliance  with  the  requirements  of  the 
proposed  rule. 

2.  Data  Collection  and  Maintenance 

Proposed  S  821.25(b)  sets  out  the 
product,  distribution,  and  patient 
identification  information  that  must  be 
obtained,  recorded,  and  maintained 
(updated)  by  a  manufacturer  in  an 
effective  tracking  system. 

Manufacturers  must  obtain,  record, 
and  maintain  the  identity  of  each 
tracked  device  they  distribute.  Tracked 
devices  must  be  identified  in  a  unique 
manner  that  distinguishes  a  device  from 
other  units  and  other  models  of  the 
device  and  from  comparable  devices  of 
different  manufacturers.  If  product 
model,  lot,  and  serial  numbers  do  not 
distinguish  between  units  of  a  device, 
the  manufacturer  must  adopt  unique 
tracking  designations  for  device  units. 
Thus,  the  proposed  rule  does  have  the 
effect  of  requiring  manufacturers  to 
uniquely  identify  each  tracked  device 
distributed,  if  they  do  not  already  do  so. 
Without  such  a  requirement,  tracking 
would  be  unworkable. 

Manufacturers  must  obtain,  record, 
and  maintain  the  following  distribution 
information  in  a  tracking  system:  (1)  The 
date  the  device  was  shipped  by  the 
manufacturer;  and  (2)  the  name, 
address,  and  telephone  number  of 
distributors,  multiple  distributors  and 
final  distributors  in  the  distribution 
networic  between  the  manufacturer  and 
the  patient. 

Manufacturers  must  obtain,  record, 
and  maintain  the  following  patient  or 
user  information  in  a  tracking  system: 

For  single-patient-use  devices,  the  name, 
address,  telephone  number,  and  social 
security  number  of  the  patient;  the  date 
the  patient  received  the  device;  and  for 
multiple-patient-use  devices,  the  name, 
address,  and  telephone  number  of  the 
multiple  distributor.  In  addition,  in  the 
case  of  single-patient-use  devices, 
manufacturers  must  obtain,  record,  and 
maintain  the  name  and  location  of  the 
licensed  practitioner  who  prescribed 
and/or  implanted  the  device,  who 
explanted  the  device  (if  applicable),  or 
who  treats  the  patient.  This  information, 
in  conjunction  with  the  required 
distribution  information,  is 
indispensable  to  the  conduct  of  timely 
recalls  and  notification  of  patients  or 
licensed  practitioners  when  serious 
adverse  health  consequences  or 
unreasonable  risks  of  substantial  public 
harm  associated  with  the  use  of  a  device 
warrant  such  actions.  FDA  believes  that 
the  Social  Security  number  may  be  a 
very  useful  tool  in  tracking  patients. 

FDA  is  also  sensitive,  however,  to 
concerns  about  including  Social  Security 


numbers  in  records.  Therefore,  FDA 
notes  that  Social  Security  numbers  may 
be  supplied  to  the  tracking  system  only 
with  die  consent  of  the  patient. 

In  addition,  the  proposed  rule 
provides  for  the  collection  of 
information  that  will  terminate  a 
manufacturer's  responsibility  to  track  a 
particular  device,  including  the  date  the 
device  was  explanted,  first  returned  to 
the  manufacturer  or  any  other  person  in 
the  distribution  network,  or  the  date  the 
device  was  permanently  retired  from 
use  or  otherwise  permanently  disposed 
of.  Removal  of  devices  from  use  because 
they  no  longer  function  as  intended  in  a 
safe  and  effective  manner  due  to  age 
should  result  in  the  destruction  of  the 
devices  and  terminate  tracking. 

Removal  of  implanted  devices  from 
patients  and  device  returns  to  the 
manufacturer  may  temporarily  interrupt 
or  permanently  terminate  tracking  of 
products  depending  upon  whether  the 
devices  are  destroyed  or  reworked  and 
further  distributed  as  safe  and  effective 
devices.  (However,  tracked  devices 
returned  to  multiple  distributors  which 
remain  available  for  further  distribution 
must  be  tracked  by  the  multiple 
distributor  to  the  next  patient.) 

FDA  has  chosen  not  to  mandate  the 
use  of  labeling  or  tracking  forms  to 
implement  section  519(e)  of  the  act. 
Nevertheless,  the  agency  encourages  the 
use  of  such  labeling.  FDA  believes  that 
labeling,  tracking  forms,  invoice 
notations,  or  other  written  notices  that 
alert  distributors,  multiple  distributors, 
and  final  distributors  that  a  device  must 
be  tracked  can  only  improve  the 
effectiveness  of  a  manufacturer’s 
tracking  system. 

FDA  considers  licensed  practitioners, 
hospitals,  and  ambulatory  surgical 
facilities  to  be  key  links  to  patients 
when  tracking  permanent  implants  and 
single-patient-use  life-sustaining  or  life¬ 
supporting  devices  since  they,  as  a 
result  of  their  relationship  with  the 
patient,  should  possess  reliable  and 
accurate  patient  information.  A 
manufacturer  should,  therefore,  devote 
special  effort  to  designing  a  tracking 
system  that  facilitates  required  reporting 
from  these  persons  back  to  the 
manufacturer.  Likewise,  with  respect  to 
multiple-patient-use  tracked  devices, 
tracking  methods  put  in  place  by  a 
manufacturer  should  provide  for  the 
accurate  and  complete  recording  of 
tracking  information  by  multiple 
distributors  to  facilitate  satisfactory 
recordkeeping  and  prompt  transmission 
of  the  necessary  data  to  the 
manufacturer. 

The  agency  is  not  aware  of  any  one 
method  that  most  effectively  keeps  track 
of  the  identity  and  current  location  of 


patients  with  tracked  devices.  In  the 
case  of  permanent  implants,  after  initial 
collection  of  the  required  data,  a 
combination  of  tracking  methods  will 
probably  be  necessary  to  make  sure  the 
records  are  current,  including 
preaddressed  postcards  given  to 
patients  by  the  final  distributor  intended 
to  be  completed  and  returned  to  the 
manufacturer  if  the  patient  moves  or 
changes  names;  the  use  of  cost  rebates 
contingent  upon  the  receipt  of  solicited 
information  from  the  patient;  periodic 
mailings  or  phone  communication  to 
patients;  and  postal  service  forwarding 
address  lists  to  identify  the  changed 
address  of  a  patient  which  was  not 
otherwise  obtained.  FDA  considers  it 
extremely  unlikely,  however,  that 
exclusive  use  of  physician  or  patient 
return  cards  or  other  tracking  methods 
intended  solely  to  identify  the  patient  at 
time  of  receipt  would  enable  the 
manufactiu^r  to  meet  the  standard  of 
proposed  S  821.25(a)  (i.e.,  provide  FDA 
with  patient  and  device  data  within  3 
working  days). 

FDA  is  aware  of  the  fact  that  the 
accuracy  of  the  information  in  the 
tracking  system  depends,  to  some 
extent,  on  the  cooperation  of  persons 
beyond  the  control  of  the  manufacturer 
or  distributor,  namely  the  physician  or 
patient.  FDA  is  requiring  only  that 
persons  required  to  track  a  device 
demonstrate  a  “good  faith”  effort  to 
collect  the  information  and  are  able  to 
demonstrate  to  FDA  why  information  is 
not  in  the  tracking  system.  We  are 
particulariy  interested  in  receiving 
comments  from  manufacturers  and 
distributors  as  to  the  methods  they 
expect  to  use  to  track  the  patient- 
recipients  of  implantable  devices  and 
the  patient-users  of  purchased  or  rented 
devices.  We  are  also  interested  in 
receiving  any  data  on  the  problems  with 
or  the  success  of  current  tracking 
programs. 

3.  Audit  Requirements 

An  effective  audit,  FDA  believes, 
should  combine  in-house  paperwork  and 
process  reviews  with  external  audits  of 
information  provided  by  distributors, 
final  distributors,  and  multiple 
distributors.  FDA  believes  that  auditing 
at  6-month  intervals  is  necessary  to 
ensure  the  accuracy  of  data  in  the 
tracking  system.  The  audit  requirements 
apply  to  each  device  product  line  being 
tracked  by  the  manufacturer.  Further, 
the  auditing  should  provide  for  a 
statistically  relevant  sampling  of  the 
data  and  information  to  obtained  to 
ensure  data  accuracy  and  proper 
functioning  of  the  tracking  system.  The 
agency  believes  that  an  audit  is 
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necessary  every  6  months  to  ensure  the 
proper  functioning  of  the  tracking 
system.  The  audit  of  the  functioning  of' 
the  system  should  include  visiting  or 
communicating  with  the  persons  upon 
whom  the  manufacturer  relies  for 
information,  (i.e.,  distributors,  final 
distributors,  multiple  distributors,  and 
patients  or  users  possessing  the  device). 
The  purpose  of  data  and  performance 
audit  requirements  is  to  ensure  that,  if 
FDA  orders  a  recall  or  patient 
notification,  the  tracking  system  will 
contain  current,  accurate  patient 
identity  and  product  location 
information. 

Requiring  the  SOP  to  include  a 
procedure  to  record  changes  or 
modifications  made  to  existing  data  in 
the  tracking  system  and  changes  made 
in  the  format  used  to  maintain  such 
data,  including  the  dates  on  which  such 
changes  were  made,  provides 
information  essential  to  data  integrity. 
When  errors  in  data  are  found,  this 
record  will  provide  a  timeframe  for 
initiating  efforts  to  collect  corrected 
distribution  or  patient  identification 
information.  Such  a  record  may  also  be 
used  to  identify  what  data  in  the 
tracking  system  has  been  audited  and  at 
what  time. 

4.  Distribution  Requirements 

Proposed  §  821.1(d)  and  §  821.35(d) 
prohibit  manufacturers  from  distributing 
tracked  devices  to  any  distributor,  final 
distributor,  or  multiple  distributor  if  a 
manufacturer  knows,  or  should  know, 
that  required  tracking  information  has 
not  been  collected,  reported,  or 
maintained  by  any  such  person.  This 
prohibition  does  not  apply  when 
noncompliance  is  caused  by  the  refusal 
of  patients  to  provide  necessary 
information  despite  reasonsable  efforts 
by  the  manufacturer  or  distributor  to 
obtain  it.  FDA  notes  that  manufacturers 
have  no  excuse  for  failing  to  comply 
with  this  requirement:  any  tracking 
system  put  in  place  by  a  manufacturer  of 
a  tracked  device  must  record  that  data 
on  a  tracked  device  is  missing  and  why 
such  data  was  not  obtained  (proposed 
§  821.25(c)(1)).  In  addition,  FDA  advises 
that  it  believes  that  manufactures  have 
an  affirmative  duty  to  investigate  when 
a  particular  distributor,  multiple 
distributor,  or  final  distributor 
frequently  fails  to  provide  information 
and  claims  it  is  due  to  patient  refusals. 
Finally,  a  manufacturer  must  report  the 
matter  to  FDA  as  required  by  proposed 
§  821.25(d). 

The  agency  does  not  believe  this 
sanction  is  as  burdensome  as  it  appears 
at  first  glance.  If  the  sanction  is  applied 
consistently  by  all  manufacturers,  no 
competitive  advantage  or  disadvantage 


would  accrue  to  any  manufacturer.  FDA 
also  believes  that  this  sanction  is  the 
best  protection  a  tracking  manufacturer 
has  against  being  held  accountable  for 
the  noncompliance  of  others. 

F.  Tracking  Obligations  of  Persons 
Other  Than  Manufacturers 

Proposed  S  821.30(a)  imposes  slightly 
different  collection,  reporting,  and 
recordkeeping  requirements  on  the 
persons  involved  in  the  distribution  of 
tracked  devices,  depending  on  the  type 
of  device  tracked  (e.g.,  single-  or 
multiple-patient-use)  and  role  of  that 
person  in  the  distribution  system. 

Distributors  (those  persons  between 
the  manufacturer  and  the  person  who 
distributes  the  device  to  a  patient)  have 
the  least  to  collect  and  report  back. 

Upon  receipt  of  a  tracked  device,  they 
must  provide  the  manufacturer  with 
device  identification  information  (name 
and  model,  serial  number,  and  lot 
number),  the  date  of  receipt,  and  from 
whom  they  received  the  device 
(proposed  §  821.30(a)(1)  through  (a)(4)). 
IDA  is  requiring  distributors  to  report 
this  information  because  it  is  necessary 
to  ensure  an  elective  recall  or 
notification.  After  distribution  of  a 
tracked  device,  a  distributor  must 
provide  to  the  manufacturer,  if 
applicable  and  if  known  to  the 
distributor,  with  information  on 
explantation,  patient  death,  returns,  and 
retirement  or  other  permanent 
disposition  of  a  tracked  device 
(proposed  §  821.30(a)(5)).  FDA  is 
requiring  reporting  of  this  information 
back  to  the  manufacturer  so  the 
manufacturer  knows  it  can  terminate 
tracking. 

Final  distributors  (e.g.,  retailers, 
licensed  practitioners,  hospitals  who 
distribute  tracked  devices  to  the  patient, 
whether  permanent  implants,  single¬ 
patient-use  life-sustaining  or  life¬ 
supporting  devices  or  devices 
designated  for  tracking),  upon  receipt  of 
a  tracked  device,  must  provide  the 
manufacturer  with  device  identification 
information  (name  and  model,  serial 
number,  and  lot  number),  the  date  of 
receipt,  and  from  whom  they  received 
the  device  (proposed  §  821.30(a)(1) 
through  (a)(4)).  FDA  is  requiring  final 
distributors  to  report  this  information 
because  it  is  critical  to  ensure  an 
effective  recall  or  notification.  Upon 
distribution  of  a  tracked  device  to  the 
patient,  a  final  distributor  must  provide 
to  the  manufacturer  patient  information 
and  certain  physician  information 
(proposed  §  821.30(b)(1)  through  (b)(6)). 
Finally,  if  applicable  and  if  known  to  the 
final  distributor,  the  final  distributor 
must  provide  the  manufacturer  with 
information  on  explantation,  patient 


death,  returns,  and  retirement  or  other 
permanent  disposition  of  a  tracked 
device  (proposed  $  821.30(b)(7)).  FDA  is 
requiring  reporting  of  this  information 
back  to  the  manufacturer  so  the 
manufacturer  knows  it  can  terminate 
tracking. 

Multiple  distributors  (persons  who 
distribute  to  patients  tracked  devices 
intended  for  multiple-patient-use),  in 
addition  to  similar  collection  and 
reporting  responsibilities,  must  comply 
with  certain  recordkeeping 
requirements.  Multiple  distributors, 
upon  receipt  of  a  tracked  device,  must 
provide  to  the  manufacturer  device 
identification  information  (name  and 
model,  serial  number,  and  lot  number), 
the  date  of  receipt,  and  from  whom  they 
received  the  device  (proposed 
§  821.30(a)(1)  through  (a)(4)).  As 
discussed  above,  reporting  this 
information  is  necessary  to  ensure  an 
effective  recall  or  notification.  Upon 
distribution  of  a  tracked  device  to  the 
patient,  a  multiple  distributor  must 
collect  and  maintain  patient  information 
and  certain  physician  information,  but 
need  not  report  it  to  the  manufacturer 
unless  the  manufacturer  requests  it 
(proposed  §  821.30(c)(1)  and  (c)(2)). 
Finally,  when  applicable,  the  multiple 
distributor  must  provide  the 
manufacturer  with  information  on 
retirement  or  other  permanent 
disposition  of  a  tracked  device 
(proposed  §  831.30(c)(l)(viii)).  Once 
again,  FDA  is  requiring  reporting  of  this 
information  back  to  the  manufacturer  so 
the  manufacturer  knows  it  can  terminate 
tracking. 

FDA  recognizes  that  the  proposed  rule 
may  appear  to  affect  multiple 
distributors  more  than  other  types  of 
distributors.  However,  the  durable 
medical  equipment  distributed  by  these 
person  includes  many  life-supporting  or 
life-sustaining  devices  that  are  used 
outside  device  user  facilities.  Any 
regulation  that  did  not  take  into  account 
this  aspect  of  the  device  distribution 
system  would  not  serve  the  statutory 
mandate.  FDA  believes  that  the 
proposed  rule  provides  for  the  most 
effective  and  least  costly  manner  of 
tracking  multiple-patient-use  devices. 
FDA  has  determined  that  requiring  a 
manufacturer  to  keep  constant  track  of 
each  multiple-patient-use  device  would 
be  overwhelming  and  unnecessary  as 
long  as  a  manufacturer  can  obtain 
current  patient  and  device  location 
information  if  it  needs  to.  Moreover, 
FDA  believes  that  the  data  that  multiple 
distributors  must  keep  under  the 
proposed  rule  are  largely  data  they 
currently  collect  in  the  normal  course  of 
business. 
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G.  Termination  of  Tracking 
Responsibilities 

All  persons  subject  to  this  proposed 
rule  must  continue  their  tracking 
obligations  for  the  useful  life  of  each 
tracked  device  they  manufacture  or 
distribute.  The  useful  life  of  a  tracked 
device  is  the  time  a  device  is  in  use  or  in 
distribution  for  use  (proposed  §  821.60). 

The  proposed  rule  contains  one 
exception  to  this  requirement.  Persons 
subject  to  this  rule  that  are  going  out  of 
business,  permanently  and  completely, 
shall  notify  the  appropriate  FDA  field 
office  of  their  intention  at  the  time  they 
notify  any  government  agency,  court,  or 
any  supplier,  and  make  arrangements  to 
provide  FDA  with  a  complete  set  of  their 
tracking  records  and  information.  FDA 
advises  that  this  provision  of  the 
proposed  rule  does  not  apply  to  the 
following  situations:  (1)  If  a  person 
ceases  distribution  of  a  tracked  device 
but  still  continues  to  do 'other  business, 
the  person  shall  continue  to  track 
distributed  devices  for  the  remainder  of 
the  devices’  useful  life.  (This  holds  true 
even  if  another  person  acquires  the 
distribution  rights  to  the  device,  unless 
that  person,  affirmatively  and  in  writing, 
assumes  responsibility  for  continuing 
the  tracking  of  the  devices  previously 
distributed.);  (2)  If  a  person  goes  out  of 
business  completely,  but  other  persons 
acquire  the  right  to  manufacture  or 
distribute  tracked  devices  from  that 
person,  those  other  persons  are  required 
to  be  responsible  for  continuing  the 
tracking  responsibilities  of  the  previous 
manufacturer,  distributor,  multiple 
distributor,  or  final  distributor. 

H.  Records 

Under  section  704  of  the  act,  FDA’s 
inspection  authority  extends  to  data 
relating  to  devices  subject  to  reporting 
and  inspection  under  regulations  issued 
under  section  519  of  the  act. 

In  general,  FDA  expects 
manufacturers  to  be  able  to  produce 
records  required  under  the  proposed 
rule  within  24  hours  of  the  initiation  of 
an  inspection  by  the  presentation  of  the 
FDA  representative’s  official  credentials 
and  the  issuance  of  Form  FD  482,  notice 
of  inspection.  This  includes  records  and 
information  required  to  be  kept  by 
regulations  that  are  in  the  possession  of 
others  under  contract  with  the 
manufacturer  to  conduct  the 
manufacturer’s  tracking  program. 

I.  Confidentiality 

FDA  has  a  longstanding  policy  of 
carefully  guarding  the  privacy  of 
individual  patients  and  research 
subjects  by  fully  observing  the 
provisions  of  both  the  Freedom  of 


Information  Act  and  the  Privacy  Act. 
These  statutes  protect  the 
confidentiality  of  personal  information 
about  individuals  in  agency  records  to 
the  fullest  possible  extent.  FDA’s 
regulations  implementing  these  statutes 
prohibit,  with  certain  exceptions,  the 
public  disclosure  of  information  in 
medical  or  similar  records  if  that 
information  would  identify  individual 
patients.  See  21  CFR  20.63  and  21.10. 

/.  Compliance 

The  agency  will  review 
manufacturers’  detailed,  product- 
specific  device  tracking  systems  and 
user  tracking  programs  during  both 
regularly  scheduled  insp>ections  and 
inspections  initiated  to  investigate 
recalls  and  similar  actions.  As  part  of 
these  inspections,  the  agency  will  also 
review  manufacturers’  quality  assurance 
programs  and  audits  under  these 
regulations.  In  addition,  persons  with 
device  tracking  obligations  other  than 
manufacturers  will  be  subject  to 
periodic  inspections,  probably  in 
association  with  specific  recall  matters. 

K.  Failure  To  Track 

The  tracking  regulations  are  enforced 
through  sections  502,  301,  302,  303,  and 
304  of  the  act  Under  section  502(t)(2)  of 
the  act  (21  U.S.C  3S2(t)(2))  a  device  is 
misbranded  if  there  is  a  failure  or 
refusal  to  submit  information  about  the 
device  that  is  required  under  section  519 
of  the  act.  Under  section  301(a)  of  the 
act  (21  U.S.C.  331(a))  the  introduction  of 
a  misbranded  device  into  interstate 
commerce  is  prohibited.  Under  section 
301(b)  of  the  act  (21  U.S.C  331(b))  the 
misbranding  of  a  device  in  interstate 
commerce  is  prohibited.  Under  section 
301(k)  of  the  act  (21  U.S.C.  331(k))  any 
act  which  results  in  a  device  being 
misbranded  after  its  shipment  in 
interstate  commerce  is  prohibited. 
Furthermore,  under  section  301(q)(l)(B) 
of  the  act  (21  U.S.C.  331(q)(l)(B))  the 
failure  or  refusal  to  furnish  any 
information  required  under  section  519 
of  the  act  is  prohibited.  Under  section 
301(q)(2)  of  the  act  (21  U.S.C.  331(q)(2)) 
the  submission  of  any  required  report 
that  is  false  or  misleading  in  any 
material  respect  is  prohibited. 

Violations  of  section  301  of  the  act  may 
be  enjoined  under  section  302(a)  of  the 
act  (21  U.S.C.  332(a)).  Persons  who  are 
responsible  for  the  violation  of  section 
301  may  be  subject  to  criminal 
prosecution  under  section  303  of  the  act 
(21  U.S.C.  333).  Devices  that  are 
misbranded  within  the  meaning  of 
section  502(t)  of  the  act  are  subject  to 
seizure  and  condemnation  under  section 
304(a)(2)  of  the  act  (21  U.S.C.  334(a)(2)). 
Finally,  under  section  303(f)  of  the  act 


(21  U.S.C.  333(f)),  any  person  who 
commits  a  major  violation  of  section 
519(e)  of  the  act  may  be  subject  to  civil 
money  penalties. 

VII.  Effective  Date 

Section  519(e)  of  the  act  becomes 
effective  on  the  date  that  final 
regulations  go  into  effect,  or  on  May  28, 
1992,  whichever  occurs  first.  Section 
3(c)(A)(ii)  of  the  SMDA  directs  FDA  to 
issue  proposed  regulations  implementing 
section  519(e)  of  the  act  within  9  months 
of  enactment  (by  August  28, 1991). 
Section  3(c)(2)  further  directs  FDA  to 
issue  final  regulations  not  later  than  18 
months  after  enactment  (by  May  28, 
1992).  Section  3(c)(2)  of  the  SMDA 
provides  that  if,  after  18  months,  final 
regulations  have  not  been  issued,  the 
proposed  regulations  will  become  final. 
In  the  event  this  occurs,  notice  of  this 
change  in  status  of  the  proposed 
regulation  will  be  published  in  the 
Federal  Register. 

Vni.  Environmental  Impact 

The  agency  has  determined  under  21 
CFR  25.24(a)(8l  and  (e)(2)  that  this 
action  is  of  a  type  that  does  not 
individually  or  cumulatively  have  a 
significant  effect  on  the  human 
environment  Therefore,  neither  an 
environmental  assessment  nor  an 
environmental  impact  statement  is 
required. 

IX.  Economic  Impact 

FDA  has  performed  a  threshold 
assessment  to  determine  whether  the 
requirements  of  the  Medical  Device 
Tracking  regulation  have  sufficient 
economic  impact  to  warrant  a  regulatory 
impact  analysis  in  accordance  with  the 
requirements  of  Executive  Order  12291 
or  a  regulatory  flexibility  analysis  under 
the  Regulatory  Flexibility  Act  (Pub.  L 
9fr-354). 

Based  on  the  preliminary  cost 
analysis  below,  the  economic  impact  on 
industry  will  not  exceed  the  $100  million 
threshold  established  under  Executive 
Order  12291.  Accordingly,  the  agency 
concludes  that  the  rule  is  not  a  major 
rule  under  the  criteria  included  in  the 
Executive  Order. 

FDA  believes  this  estimate  is  accurate 
on  the  basis  of  available  data,  however 
there  are  many  aspects  of  current  device 
tracking  information  about  which  FDA 
has  little  or  no  knowledge. 

Consequently,  we  solicit  comment  in 
response  to  the  following  questions  to 
better  estimate  the  costs  and  benefits: 

1.  How  many  device  manufacturers 
currently  use  some  form  of  tracking 
system? 
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2.  What  types  of  tradng  systems  do 
device  manufacturers  currently  use? 

3.  To  what  extent  would  established 
tracking  systems  need  to  be  adapted  to 
meet  the  proposed  requirements? 

4.  Which  provisions  of  the  proposed 
requirements  would  require  completely 
new  additions  to.  or  restructuring  of, 
current  tracking  systems? 

5.  What  are  me  estimated  costs  to 
manufacturers  of  developing  new 
systems,  adding  new  components  to 
existing  systems,  or  making  incremental 
changes  to  existing  systems  in  order  to 
meet  the  proposed  tracking 
requirements? 

6.  Which  standards  in  the  proposed 
tracking  requirement  hinder  the 
development  by  manufacturers  of  a 
cost-effective  tracking  system? 

7.  How  and  to  what  degree  can  the 
proposed  tracking  requirements  for 
distributors  be  assimilated  into  the  data 
systems  that  distributors  currently  use? 

8.  What  are  the  costs  to  distributors  of 
adapting  their  data  systems  to  fit  the 
proposed  requirements? 

9.  What  benefits  would  result  fitim  the 
proposed  tracking  systems  in  terms  of 
standard  business  practices  as  well  as 
improved  ability  to  track  and  recall?  The 
agency  has  identified  35  device  types 
that  are  illustrative  of  devices  subject  to 
mandatory  tracking  (though  not 
necessarily  the  only  devices).  Most  of 
the  illustrative  devices  are  “critical 
devices,”  and  the  manufacturers  of  these 
devices  already  have  to  maintain 
appropriate  distribution  records  that 
trace  the  devices  to  the  first  consignee 
under  the  CGMP  regulations. 

The  preliminary  estimated  aimual  cost 
of  medical  device  tracking,  after  a 
steady  state  condition  is  reached  in 
about  7  years,  is  $41.1  million,  consisting 
of  $18.2  million  to  track  breast  implants, 
and  $22.1  million  to  track  the  other 
permanently  implanted  devices  and  $0.8 
million  to  track  devices  used  outside  of 
the  device  user  facilities.  These  costs 
affect  a  relatively  small  number  of 
manufacturers,  372  in  total,  which  leads 
to  an  average  impact  of  $110,000.  The 
bulk  of  the  impact  is  highly  concentrated 
on  a  relatively  few  manufacturers, 
however.  For  instance,  each  of  the  15 
manufacturers  of  breast  implants  will 
experience  a  cost  increase  of  over  $1.2 
million,  on  the  average.  The  40 
manufacturers  of  heart  valves, 
pacemakers  and  pacemaker  leads  will 
bear  an  estimated  cost  increase  of 
$460,000  each.  (The  remaining  317 
manufacturers  will  have  cost  increases 
averaging  $14,500  each.)  Of  the  55 
manufacturers  bearing  the  largest 
impact,  22  of  them  are  small  (fewer  than 
50  employees).  It  is  possible  that  some 
of  these  smaller  manufacturers  (and 


even  some  of  the  larger  ones)  may  have 
difficulty  in  passing  on  some  or  all  of  the 
costs  of  tracking,  llierefore,  it  is  likely 
that  some  manufacturers  will  leave  the 
implant  market. 

A  copy  of  the  agency's  threshold 
assessment  of  the  requirements  for 
medical  device  tracking  is  on  file  at  the 
Dockets  Mangement  Branch  (address 
above)  and  may  be  seen  in  that  o^ice 
between  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

X.  Paperwodk  Reduction  Act  (d  1980 

This  proposed  rule  contains 
information  collections  which  are 
subject  to  review  by  the  Office  of 
Management  and  Budget  (OMB)  under 
the  Paperwork  Reduction  Act  of  1980  (44 
U.S.C.  chapter  35).  The  title,  description 
and  respondent  description  of  the 
information  collection  are  shown  below 
with  an  estimate  of  the  aimual  reporting 
and  recordkeeping  burden.  Included  in 
the  estimate  is  the  time  for  reviewing 
requirements  and  instructions,  searching 
existing  sources  of  distribution  data, 
gathering  and  maintaining  the  data 
needed,  and  completing  and  reviewing 
the  collection  of  information. 

Title:  Medical  Device  Tradcing 
Requirements  under  section  519(e)  of  the 
act 

Description:  FDA  is  proposing  to 
implement  the  device  tracking 
requirements  of  section  519(e)  of  the  act 
as  added  to  the  act  by  section  3(b)(1)  of 
the  SMDA  (Pub.  L  101-629). 

The  agency  is  requiring  that 
manufacturers,  including  repackers, 
relabelers,  importers  and  oAers,  of 
devices  the  failure  of  which  would  be 
reasonably  likely  to  have  serious 
adverse  health  consequences,  if  the 
devices  are  either  premanently 
implantable  devices  or  life-sustaining  or 
life-supporting  devices  used  outside 
device  user  facilities,  or  otherwise 
designated  by  FDA  for  tracking,  adopt  a 
method  of  tracking  such  devices 
throughout  distribution  to  the  device 
user  or  patient.  Manufacturers 
(including  others  identified  as 
manufacturers)  and  their  device  tracking 
systems  and  distributors,  final 
distributors,  and  multiple  distributors  of 
the  manufacturers’  products,  are 
required  by  the  regulation  to  gather, 
record,  maintain,  and  furnish  to  FDA, 
upon  request,  the  location  of  the 
aforementioned  types  of  devices,  and 
the  name  and  address  of  current  users  of 
the  devices.  The  purpose  of  these 
tracking  requirements  is  to  facilitate 
identifying  the  current  location  of 
certain  types  of  devices  and  the  identity 
of  all  persons  using  the  devices  to 
enable  manufacturers  and  FDA  to 
expedite  the  recall  of  distributed  devices 


that  are  dangerous  or  defective,  and  to 
facilitate  the  timely  notification  of 
patients  or  licensed  practitioners  of 
risks  associated  with  such  devices. 

Description  of  Respondents: 
Manufacturers  and  other  parties 
involved  in  the  manufacture  and 
distribution  of  certain  devices. 


Estimated  Annual  Recordkeepinq 
Burden 


Section 

Annual 

number 

of 

re¬ 

sponses 

Average 

burden 

PW 

response 

Annual 

burden 

(hours) 

821Z5{a) . 

•372 

344.0 

127,968 

821.25(b)(c)(d) . 

376,000 

0.2 

75,200 

821.30(a)<b)(c).- . 

500,000 

0.2 

100,000 

Total . 

303,168 

‘  This  part  o(  the  txjrden  for  {  821.25(a)  is  a  one¬ 
time  burden  (or  setting  up  a  tradung  system. 


Estimated  Annual  Reporting  Burden 


Section 

Annual 

number 

of 

re¬ 

sponses 

Average 

burden 

per 

response 

(hours) 

Total 

armual 

burden 

(hours) 

821.25(d) . 

8 

4 

32 

As  required  by  section  3504(h)  of  the 
Paperwork  Reduction  Act  of  1980,  FDA 
has  submitted  a  copy  of  this  proposed 
rule  to  OMB  for  its  review  of  these 
information  collection  requirements. 
Other  organizations  and  individuals 
desiring  to  submit  comments  regarding 
this  buiden  estimate  or  any  aspects  of 
these  information  collection 
requirements,  including  suggestions  for 
reducing  the  burden,  should  direct  to 
FDA’s  Dockets  Management  Branch 
(address  above)  and  to  the  Office  of 
Information  and  Regulatory  Affairs, 
OMB,  rm.  3208,  New  Executive  Office 
Bldg.,  Washington.  DC  20503,  Attn: 
Officer  for  FDA. 
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The  following  references  have  been 
placed  on  display  in  the  Dockets 
Management  Branch  (address  above) 
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between  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 
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XII.  Request  for  Comments 

Interested  persons  may,  on  or  before 
May  26, 1992,  submit  to  the  Dockets 
Management  Branch  (address  above) 
written  comments  regarding  this 
proposal.  Two  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

List  of  Subjects  in  21  CFR  Part  821 

Device  tracking.  Medical  devices. 
Reporting  and  recordkeeping 
requirements. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs,  it  is  proposed  that  21 
CFR  part  621  be  added  to  read  as 
follows; 

PART  821-4yiEDICAL  DEVICE 
TRACKING  REQUIREMENTS 

Subpart  A— General  Provision 

Sec. 

821.1  Scope. 

821.3  Definitions. 

Subpart  B — Tracking  Requirements 

821.20  Devices  subject  to  tracking. 


821.25  Device  tracking  system  and  content 
requirements;  Manufacturer 
requirements. 

Subpart  C— Additional  Requirements  and 
Responsibilities 

821.30  Tracking  obligations  of  persons  other 
than  device  manufacturers:  distributor 
requirements. 

Subpart  D— Records  and  Inspections 

821.50  Availability. 

821.55  Confidentiality. 

821.60  Retention  of  records. 

Authority:  Secs.  502,  518,  519,  701,  and  704 
of  the  Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  352,  360h.  360i,  371,  and  374). 

Subpart  A — General  Provisions 

§  821.1  Scope. 

(a)  The  regulations  in  this  part 
implement  section  519(e)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (the  act) 
which  requires  the  adoption  of  a  method 
of  device  tracking  by  any  person  who 
registers  under  section  510  of  the  act 
and  is  engaged  in  the  manufacture  and 
distribution  of  devices  the  failure  of 
which  would  be  reasonably  likely  to 
have  serious  adverse  health 
consequences  if  the  devices  are  life- 
sustaining  or  life-supporting  devices 
used  outside  of  a  device  user  facility  or 
are  permanently  implantable  devices. 
This  part  also  applies  to  any  other 
device  that  the  Food  and  Drug 
Administration  (FDA)  designates  as 
requiring  a  method  of  tracldng  to  protect 
the  public  health.  A  device  subject  to 
this  part  either  by  statutory  requirement 
or  by  FDA  designation  is  referred  to 
herein  as  a  “tracked  device." 

(b)  These  regulations  are  intended  to 
ensure  that  tracked  devices  can  be 
traced  from  the  device  manufacturing 
facility  to  the  person  for  whom  the 
device  is  indicated,  that  is,  the  patient. 
Effective  tracking  of  devices  from  the 
manufacturing  facility,  through  the 
distributor  network  (including 
distributors,  retailers,  rental  firms  and 
other  commercial  enterprises,  device 
user  facilities  and  licensed  practitioners) 
and,  ultimately,  to  any  person  for  whom 
the  device  is  intended  is  necessary  for 
the  effectiveness  of  remedies  prescribed 
by  the  act,  such  as  patient  notification 
(section  518(a)  of  the  act)  or  device 
recall  (section  518(e)  of  the  act). 
Although  these  regulations  do  not 
preclude  a  manufacturer  from  involving 
outside  organizations  in  that 
manufacturer's  device  tracking  effort, 
the  legal  responsibility  for  complying 
with  this  part  rests  with  manufacturers 
who  must  register  under  section  510  of 
the  act,  and  that  responsibility  cannot 
be  altered,  modiHed,  or  in  any  way 
abrogated  by  contracts  or  other 
agreements. 


(c)  Each  manufacturer  of  a  tracked 
device  shall  implement  a  method  of 
tracking  devices  by  (insert  date  30  days 
after  date  of  publication  of  the  final  rule 
in  the  Federal  Register)  or  May  28, 1992, 
whichever  occurs  first. 

(d)  Under  section  301(q)(l)(B)  of  the 
act.  it  is  prohibited  for  a  manufacturer  to 
distribute  a  tracked  device  to  any 
distributor,  final  distributor,  or  multiple 
distributor  when  a  manufacturer  knows 
or  should  know  that  such  person  has 
failed  to  collect  maintain,  or  furnish  any 
record  or  information  required  by  this 
part.  If,  however,  to  the  extent  such  a 
person,  despite  reasonable  efforts, 
cannot  collect,  maintain,  or  furnish  such 
required  records  or  information  because 
of  refusals  by  patients  to  provide  the 
necessary  information,  FDA  may 
exempt  a  manufacturer  from  the 
sanction  in  the  preceding  sentence. 

(e)  The  failure  of  a  manufacturer  or 
any  other  person,  including  a  distributor, 
final  distributor,  or  multiple  distributor, 
who  distributes  a  device  subject  to 
tracking  to  comply  with  any  applicable 
requirement  of  this  part  renders  the 
device  misbranded  within  the  meaning 
of  section  501(t)  of  the  act  and  further 
constitutes  a  prohibited  act  within  the 
meaning  of  section  301(q)(l)(B)  of  the 
act. 

(f)  Any  person  subject  to  this  part  who 
permanently  discontinues  doing 
business  is  required  to  notify  FDA  at  the 
time  they  notify  any  government  agency, 
court,  or  supplier,  and  provide  FDA  with 
a  complete  set  of  its  tracking  records 
and  information.  However,  if  a  person 
ceases  distribution  of  a  tracked  device 
but  continues  to  do  other  business,  that 
person  continues  to  be  responsible  for 
compliance  with  this  part  unless  another 
person,  affirmatively  and  in  writing, 
assumes  responsibility  for  continuing 
the  tracking  of  devices  previously 
distributed  under  .this  part.  Further,  if  a 
person  subject  to  this  part  goes  out  of 
business  completely,  but  other  persons 
acquire  the  right  to  manufacture  or 
distribute  tracked  devices,  those  other 
persons  are  deemed  to  be  responsible 
for  continuing  the  tracking  responsibility 
of  the  previous  person  under  this  part. 

§  821.3  Definitions. 

The  following  definitions  and  terms 
apply  to  this  part: 

(a)  Act  means  the  Federal  Food.  Drug, 
and  Cosmetic  Act,  21  U.S.C.  321  et  seq., 
as  amended. 

(b)  Importer  means  the  initial 
distributor  of  an  imported  device  who  is 
required  to  register  under  section  510  of 
the  act  and  §  807.20  of  this  chapter. 
“Importer"  does  not  include  anyone  who 
only  performs  a  service  for  the  person 
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who  furthers  the  mariceting,  i.e.,  brokers, 
jobbers,  or  warehousers. 

(c)  Manufacturer  means  any  person, 
including  any  importer,  repacker  and/or 
relabeler,  who  manufactures,  prepares, 
propagates,  compounds,  assembles,  or 
processes  a  device  or  engages  in  any  of 
the  activities  described  in  §  807^(d)  of 
this  chapter. 

(d)  Device  failure  means  the  failure  of 
a  device  to  perform  or  function  as 
intended,  including  any  deviations  from 
the  device's  performance  specifications 
or  intended  use. 

(e)  Serious  adverse  health 
consequences  means  any  significant 
adverse  experience  related  to  a  device, 
including  device-related  events  which 
are  life-threatening  or  which  involve 
permanent  or  long-term  injuries  or 
illnesses. 

(f)  Permanently  implantable  device 
means  a  device  that  is  intended  to  be 
placed  into  a  surgically  or  naturally 
formed  cavity  of  the  human  body  to 
continuously  assist,  restore,  or  replace 
the  function  of  an  organ  system  or 
structure  of  the  human  body  throughout 
the  useful  life  of  the  device.  The  term 
does  not  include  any  device  which  is 
intended  and  used  for  temporary 
purposes  or  which  is  intended  for 
explantation. 

(g)  Life-supporting  or  life-sustaining 
device  used  outside  a  device  user 
facility  means  a  device  which  is 
essential,  or  yields  information  that  is 
essential,  to  the  restoration  or 
continuation  of  a  bodily  function 
important  to  the  continuation  of  human 
life  that  is  intended  for  use  outside  a 
hospital,  nursing  home,  ambulatory 
surgical  facility,  or  diagnostic  or 
outpatient  treatment  facility.  Physicians’ 
ofHces  are  not  device  user  facilities  and, 
therefore,  devices  used  therein  are 
subject  to  tracking  if  they  otherwise 
satisfy  the  statutory  and  regulatory 
criteria. 

(h)  Distributor  means  any  person  who 
furthers  the  distribution  of  a  device  from 
the  original  place  of  manufacture  to  the 
person  who  makes  delivery  or  sale  to 
the  ultimate  user,  i.e.,  the  final  or 
multiple  distributor  but  who  does  not 
repackage  or  otherwise  change  the 
container,  wrapper,  or  labeling  of  the 
device  or  device  package. 

(i)  Final  distributor  means  any  person 
who  distributes  a  tracked  device 
intended  for  use  by  a  single  patient  over 
the  useful  life  of  the  device  to  the 
patient.  This  term  includes,  but  is  not 
limited  to,  licensed  practitioners,  retail 
pharmacies,  hospitals,  and  other  types 
of  device  user  facilities. 

(j)  Distributes  means  any  distribution 
of  a  tracked  device,  including  the 
charitable  distribution  of  a  tracked 


device.  This  term  does  not  include  the 
distribution  of  a  device  under  an 
effective  investigational  device 
exemption  in  accordance  with  section 
520  (g)  of  the  act  and  part  812  of  this 
chapter  or  the  distribution  of  a  device 
for  teaching,  law  enforcement,  research, 
or  analysis  as  specified  in  S  801.125  of 
this  chapter. 

(k)  Multiple  distributor  means  any 
device  user  facility,  rental  company,  or 
any  other  entity  that  distributes  a  life- 
sustaining  or  life-supporting  device 
intended  for  use  by  more  than  one 
patient  over  the  useful  life  of  the  device. 

(l)  Licensed  practitioner  means  a 
physician,  dentist,  or  other  health  care 
practitioner  licensed  by  the  law  of  the 
State  in  which  he  or  she  practices  to  use 
or  order  the  use  of  the  tracked  device. 

(m)  Any  term  defined  in  section  201  of 
the  act  shall  have  the  same  deHnition  in 
this  part. 

Subpart  B — ^Tracking  Requirements 

§  821.20  Devices  subject  to  tracking. 

(a)  A  manufacturer  of  any  device  the 
failure  of  which  would  be  reasonably 
likely  to  have  a  serious  adverse  health 
consequence,  that  is  either  a  life- 
sustaining  or  life-supporting  device  used 
outside  of  a  device  user  facility  or  a 
permanently  implantable  device,  or  a 
manufacturer  of  any  other  device  that 
FDA,  in  its  discretion,  designates  for 
tracking,  shall  track  that  device  in 
accordance  with  this  part 

(b)  Manufacturers  have  the 
responsibility  to  identify  devices  that 
meet  the  criteria  for  tracking  and  to 
initiate  tracking.  By  way  of  illustration 
and  to  provide  guidance,  FDA  has  set 
out  below  a  list  of  example  devices  it 
regards  as  subject  to  tracking  under  the 
criteria  set  forth  in  this  regulation. 


(1)  Permanently  Implantable  Devices 


21  CFR 

Classification 

870.3260 

Vena  cava  dip. 

870.3375 

Cardiovasciilar  intravascular  filter. 

870.3450 

Vascular  graft  prosthesis  of  less  than  6 
miNimeters  diameter. 

870.3460 

Vascular  graft  prosthesis  of  6  millime¬ 
ters  and  greater  diameter. 

870.3470 

Intracardiac  patch  or  pledget  made  of 
polypropyl^.  polyethylerre  terephth- 
aiate,  or  polytetrafluoroethyler>e. 

870.3545 

Ventricular  bypass  (assist)  device. 

870.3610 

Implantable  pacem^er  pulse  generator. 

870.3680 

Cardiovascular  permanent  pacemaker 
electrode. 

870.3800 

Annuloplasty  ring. 

870.3925 

Replacement  heart  valve. 

(no  cite) 

Automatic  implantable  cardioverter/defi- 
brittator. 

878.3720 

Tracheal  prosthesis. 

882.5150 

Intravascular  occluding  catheter. 

882.5200 

Aneurysm  dip. 

882.5550 

Centrd  nervous  system  fluid  shunt  and 
comporrents. 

(1)  Permanently  Implantable 
Devices— Continued 


21  CFR 

(Ossification 

882.5820 

Implanted  cerebellar  stimulator. 

882.5830 

Implanted  diaphragmatic/phrenic  nerve 
stimulator. 

882.5950 

Artificial  embolization  device. 

888.3050 

Spinal  interlaminal  fixation  orthosis. 

888.3060 

Spinal  intervertebral  body  fixation  ortho¬ 
sis. 

(2)  Life-Sustaining  or  Life-Supporting 
Devices  Used  Outside  Device  User 
Facmjties 


21  CFR 

(Ossification 

868.2375 

Breathing  frequency  monitors  (apnea 
monitors). 

868.2700 

Pressure  regulator,  including  mechanic^ 
oxygen  regulators. 

868.5440 

Portable  oxygen  generator,  irKluding 
oxygen  concentrators. 

868.5655 

Portable  liquid  oxygen  unit 

868.5600 

Tracheostomy  tube  and  tube  cuff. 

668.5895 

(^tirHious  ventilator. 

868.5905 

NoncontiTHiOus  ventilator  (1PP6). 

870.5300 

DOdefibrillator  (including  paddies). 

876.5630 

Peritoneal  daly^  system  and  accesso¬ 
ries,  indud^:  (Oonic  ambulalory 
(adult)  and  chronic  pediatric  (infant) 
peritoneal  dialysis  sydems. 

880.5725 

Infusion  pumps. 

(c)  FDA  designates  the  following 
devices  as  subject  to  tracking. 
Manufacturers  must  track  these  devices 
in  accordance  with  this  part. 


21  CFR 

(Ossification 

878.3530 

Silicone  inflatable  breast  prosthesis. 

878.3540 

Silicorte  gel-filled  breast  prothesis. 

876.3750 

Testicular  prosthesis,  silicone  gel-filled 

(no  cite) 

Silicone  gei-Nled  chin  prosthesis. 

(no  cite) 

Silicone  gel-filled  angel  chik  reflux  valve. 

(d)  FDA,  when  responding  to 
premarket  notification  submissions  and 
approving  premarket  approval 
applications,  will  notify  the  sponsor  that 
FDA  believes  the  device  meets  the 
criteria  of  section  519(e)(1)  and  therefore 
should  be  tracked.  FDA  will  also,  after 
notifying  the  sponsor,  publish  a  notice  in 
the  Federal  Register  announcing  that 
FDA  believes  a  new  generic  type  of 
device  is  subject  to  tracking  and 
soliciting  comment  on  FDA’s  position.  If 
the  device  is  a  new  generic  type  of 
device  not  already  on  the  example  list 
above,  FDA  will  add  it  to  this  list. 

§  821.25  Device  tracking  system  and 
content  requirements:  manufacturer 
requirements. 

(a)  A  manufacturer  of  a  tracked 
device  shall  adopt  a  method  of  tracking 
for  each  such  type  of  device  that  it 
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distributes  that  enables  a  manufacturer 
to.  within  3  working  days  of  a  request 
from  FDA,  provide  FDA  with  the 
following  information  in  writing  for  each 
tracked  device  distributed: 

(1)  Prior  to  the  distribution  of  a 
tracked  device  to  a  multiple  distributor 
or  a  patient,  the  name,  address,  and 
telephone  number  of  the  distributor  or 
final  distributor  holding  the  device  for 
distribution  and  the  location  of  the 
device: 

(2)  For  life-sustaining  or  life¬ 
supporting  devices  used  outside  a 
device  user  facility  that  are  intended  for 
use  by  a  single  patient  over  the  life  of 
the  device  and  permanent  implants  that 
are  tracked  devices,  after  distribution  to 
or  implantation  in  a  patient: 

(i)  The  model  number  of  the  device  or 
other  identifier  that  identifies  each 
unique  version  of  the  device; 

(ii)  The  serial  number  of  the  device  or 
other  identifier  that  is  unique  to  that 
individual  device; 

(iii)  The  date  the  device  was  shipped 
by  the  manufacturer; 

(iv)  The  name,  address,  telephone 
number,  and  social  security  number  (if 
available)  of  the  patient  receiving  the 
device: 

(v)  The  date  the  device  was  provided 
to  the  patient: 

(vi)  The  name,  mailing  address,  and 
telephone  number  of  the  prescribing 
physician: 

(vii)  The  name,  mailing  address,  and 
telephone  number  of  the  physician 
regularly  following  the  patient  if 
different  than  the  prescribing  physician; 
and 

(viii)  If  applicable,  the  date  the  device 
was  explanted  and  the  name,  mailing 
address,  and  telephone  number  of  the 
explanting  physician;  the  date  of  the 
patient's  death;  or  the  date  the  device 
was  returned  to  the  manufacturer, 
permanently  retired  from  use,  or 
otherwise  permanently  disposed  of. 

(3)  For  life-sustaining  or  life- 
supporting  devices  used  outside  device 
user  facilities  that  are  intended  for  use 
by  more  than  one  patient  and  that  are 
tracked  devices,  after  the  distribution  of 
the  device  to  the  multiple  distributor: 

(i)  The  model  number  of  the  device  or 
other  identiHer  that  identiHes  each 
unique  version  of  the  device; 

(ii)  The  serial  number  of  the  device  or 
other  identifier  that  is  unique  to  that 
individual  device; 

(iii)  The  date  the  device  was  shipped 
by  the  manufacturer, 

(iv)  The  name,  address,  and  telephone 
number  of  the  multiple  distribiUor, 

(v)  The  name,  address,  telephone 
number,  and  social  security  number  (if 
available)  of  the  patient  using  the 
device; 


(vi)  The  location  of  the  device; 

(vii)  The  date  the  device  was  provided 
for  use  by  the  patient; 

(viii)  llie  name,  address,  and 
telephone  number  of  the  prescribing 
physician;  and 

(ix)  If  and  when  applicable,  the  date 
the  device  was  returned  to  the 
manufacturer,  permanently  retired  from 
use,  or  otherwise  permanently  disposed 
of. 

(b)  A  manufacturer  of  a  tracked 
device  shall  keep  current  records  in 
accordance  with  its  standard  operating 
procedure  of  the  information  identified 
in  paragraphs  (a)(1),  (a)(2)  and  (a)(3)(i) 
through  (a)(3)(iv)  of  this  section  on  each 
tracked  device  released  for  distribution 
for  as  long  as  such  device  is  in  use  or  in 
distribution  for  use. 

(c)  A  manufacturer  of  a  tracked 
device  shall  establish  a  written  standard 
operating  procedure  for  the  collection, 
maintenance,  and  auditing  of  the  data 
specified  in  paragraphs  (a)  and  (b)  of 
this  section.  A  manufacturer  shall  make 
this  standard  operating  procedure 
available  to  FDA  upon  request.  A 
manufacturer  shall  incorporate  the 
following  into  the  standard  operating 
procedure: 

(1)  Data  collection  and  recording 
procedures,  which  shall  include  a 
procedure  for  recording  when  data 
which  is  required  under  this  part  is 
missing  and  could  not  be  collected  and 
the  reason  why  such  required  data  is 
missing  and  could  not  be  collected; 

(2)  A  method  for  recording  all 
modifications  or  changes  to  the  tracking 
system  or  to  the  data  collected  and 
maintained  under  the  tracking  system, 
reasons  for  any  modification  or  change, 
and  dates  of  any  modification  or  change. 
Modification  and  changes  included 
under  this  requirement  include 
modifications  to  the  data  (including 
termination  of  tracking),  the  data  format, 
the  recording  system,  and  the  file 
maintenance  procedures  system;  and 

(3)  A  quality  assurance  program  that 
includes  an  audit  procedure  to  be  run  at 
not  less  than  6-month  intervals  for  each 
device  product  line  subject  to  tracking, 
which  audit  procedure  shall  provide  for 
statistically  relevant  sampling  of  the 
data  collected  to  ensure  the  accuracy  of 
data  and  performance  testing  of  the 
functioning  of  the  tracking  system. 

(d)  When  a  manufacturer  becomes 
aware  that  a  distributor,  final  distributor 
or  multiple  distributor  has  not  collected, 
maintained,  or  furnished  any  record  or 
information  required  by  this  part,  the 
manufacturer  shall  cease  further 
distribution  of  tracked  devices  to  such 
person  and  shall  notify  the  FDA  district 
office  responsible  for  the  area  in  which 
the  distributor,  final  distributor,  or 


multiple  distributor  is  located  of  the 
failure  of  such  persons  to  comply  with 
the  requirements  of  this  part. 

Subpart  C— Additional  Requirements 
and  Responsibilities 

§  821.30  Tracking  obligations  of  persons 
other  than  device  manufacturers: 
distributor  requirements. 

(a)  A  distributor,  final  distributor,  or 
multiple  distributor  of  any  tracked 
device  shall,  upon  purchasing  or 
otherwise  acquiring  any  interest  in  such 
a  device,  promptly  provide  the 
manufacturer  tracking  the  device  with 
the  following  information: 

(1)  The  model  number  of  the  device  or 
other  identifier  that  identifies  each 
unique  version  of  the  device; 

(2)  The  serial  number  of  the  device  or 
other  identifier  that  is  unique  to  that 
individual  device; 

(3)  The  date  the  device  was  received; 

(4)  The  person  from  whom  the  device 
was  received; 

(5)  If  and  when  applicable,  the  date 
the  device  was  explanted,  the  date  of 
the  patient's  death,  or  the  date  the 
device  was  returned  to  the  distributor, 
permanently  retired  from  use,  or 
otherwise  permanently  disposed  of. 

(b)  A  final  distributor,  upon  sale  or 
other  distribution  of  a  tracked  device  for 
use  in  or  by  the  patient,  shall  promptly 
provide  the  manufacturer  tracking  the 
device  with  the  following  information: 

(1)  The  model  number  of  the  device  or 
other  identifier  that  identifies  each 
unique  version  of  the  device; 

(2)  The  serial  number  of  the  device  or 
other  identifier  that  is  unique  to  that 
individual  device; 

(3)  The  name,  address,  telephone 
number,  and  social  security  number  (if 
available)  of  the  patient  receiving  the 
device; 

(4)  The  date  the  device  was  provided 
to  the  patient  or  for  use  in  the  patient; 

(5)  'The  name,  mailing  address,  and 
telephone  number  of  the  prescribing 
physician; 

(6)  The  name,  mailing  address,  and 
telephone  number  of  the  physician 
regularly  following  the  patient  if 
different  than  the  prescribing  physician; 
and 

(7)  When  applicable,  the  date  the 
device  was  explanted  and  the  name, 
mailing  address,  and  telephone  number 
of  the  explanting  physician,  the  date  of 
the  patient's  death,  or  the  date  the 
device  was  returned  to  the 
manufacturer,  permanently  retired  from 
use,  or  otherwise  permanently  disposed 
of. 

(c) (1)  A  multiple  distributor  shall  keep 
written  records  of  the  following  each 
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time  such  device  is  distributed  for  use 
by  a  patient: 

(1)  The  model  number  of  the  device  or 
other  identifier  that  identifies  each 
unique  version  of  the  device; 

(ii)  The  serial  number  of  the  device  or 
other  identifier  that  is  unique  to  that 
individual  device; 

(iii)  The  name,  address,  telephone 
number,  and  social  security  number  (if 
available)  of  the  paitent  using  the 
device; 

(iv)  The  location  of  the  device; 

(v)  The  date  the  device  was  provided 
for  use  by  the  patient; 

(vi)  The  name,  address,  and  telephone 
number  of  the  prescribing  physician; 

(vii)  The  name,  address,  and 
telephone  number  of  the  physician 
regularly  following  the  patient  if 
different  than  the  prescribing  physician; 
and 

(viii)  When  applicable,  the  date  the 
device  was  permanently  retired  from 
use  or  otherwise  permanently  disposed 
of. 

(2)  Any  person  who  is  a  multiple 
distributor  subject  to  the  recordkeeping 
requirement  of  paragraph  (c)(1)  of  this 
section  shall,  within  2  working  days  of  a 
request  from  the  manufacturer  or  within 
3  working  days  of  a  request  from  FDA 
for  the  information  identified  in 
paragraph  (c)(1)  of  this  section,  provide 
such  information  to  the  manufacturer  or 
FDA. 


Subpart  D— Records  and  Inspections 

$821.50  Availability. 

(a)  Manufacturers,  distributors, 
multiple  distributors,  and  final 
distributors  shall,  upon  the  presentation 
by  an  FDA  representative  of  official 
credentials  and  the  issuance  of  Form  FD 
482  at  the  initiation  of  an  inspection  of 
an  establishment  or  person  under 
section  704  of  the  act,  make  each  record 
and  all  information  required  to  be 
collected  and  maintained  under  Part  821 
and  all  records  and  information  related 
to  the  events  and  persons  identified  in 
such  records  available  to  FDA 
personnel. 

(b)  Records  and  information 
referenced  in  paragraph  (a)  of  this 
section  shall  be  available  to  FDA 
personnel  for  purposes  of  reviewing, 
copying,  or  any  other  use  related  to  the 
enforcement  of  the  act  and  this  part. 

§821.55  Confidentiality. 

(a)  Records  and  other  information 
submitted  to  FDA  under  this  part  shall 
be  protected  from  public  disclosure  to 
the  extent  permitted  under  part  20  of 
this  chapter,  and  in  accordance  with 
§  20.63  information  contained  in  such 
records  that  would  identify  patient  or 
research  subjects  shall  not  be  available 
for  public  disclosure  except  as  provided 
in  those  parts. 


(b)  Patient  names  or  other  identifiers 
may  be  disclosed  to  a  manufacturer  or 
other  person  subject  to  this  part  or  to  a 
physician  when  the  health  or  safety  of 
the  patient  requires  that  such  persons 
have  access  to  this  information.  Such 
notification  will  be  pursuant  to 
agreement  that  the  record  or  information 
will  not  be  further  disclosed  except  as 
the  health  aspects  of  the  patient 
requires.  Such  notification  does  not 
constitute  public  disclosure  and  will  not 
trigger  the  availability  of  the  same 
information  to  the  public  generally. 

§  821.60  Retention  of  records. 

Persons  required  to  maintain  records 
under  this  part  shall  maintain  such 
records  for  the  useful  life  of  each 
tracked  device  they  manufacture  or 
distribute.  The  useful  life  of  a  device  is 
the  time  a  device  is  in  use  or  in 
distribution  for  use.  For  example,  a 
record  may  be  retired  if  the  person 
maintaining  the  record  becomes  aware 
of  the  fact  that  the  device  is  no  longer  in 
use,  has  been  explanted,  returned  to  the 
manufacturer,  or  the  patient  has  died. 
David  A.  Kessler, 

Commissioner  of  Food  and  Drugs. 

Dated:  March  5, 1992. 

Louis  W.  Sullivan, 

Secretary  of  Health  and  Human  Services. 
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